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LAWRENCE GARFINREL 3 


2 

3 

MR. SHEFFLERt Let's go back on the 


4 

record, i£ we could. 


5 

This is the videotaped deposition of 


6 

Mr. Garfinkel for purposes of notion practice. 


7 

MR. COVERT* Trial purposes. 


8 

MR. SHEFFLERs We anticipate, in light 


9 

of the upcoming trial, we are going to make a record 


10 

at this point with respect to Mr. Garfinkel's 


11 

opinions and our objection to them. 


12 

I will state first that we object to 


13 

Mr. Garfinkel testifying as a rebuttal witness in 


14 

this case. 


15 

We have made that motion with respect 


16 

to that. Because of circumstances beyond anyone's 


17 

control, that motion could not be heard before 


18 

today, but we are not, by proceeding with this 


19— 

deposition, waivingany of our rights pursuant to 


20 

that, that objection and that motion. 


21 

Further, I would like to at this point 


22 

do a very brief voir dire with respect to Mr. 


23 

Garfinkel's opinions for the purposes of the proper 


24 

motion to be made at the proper time. 


25 

Off the record. 
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4 


(Discussion off the record.) 

HR. SHEFFLER* If we could go back on 



the record. 

LAWRENCE GARFINKEL, called as a 

witness, having been first duly sworn by 
the Notary Public, was examined and testified 
as followsi 

EXAMINATION BY MR. SHEFFLERt 

Q What is your full name? 

A Lawrence Garfinkel. 

Q Mr. Garfinkel, am I correct, sir, that 

you cannot state with a reasonable degree of 
scientific probability that smoking more probably 
than not is a cause of bronchioloalveolar carcinoma 
or BAG? 

A I cannot state at this time, with the 

knowledge available to me, that smoking is a cause 
of BAC -- is a cause of BAC with reasonable 
certainty. 

Q In other words, doctor, you can't 

state with a fifty-one percent surety or more that 
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LAWRENCE GARFINKEL 5 

2 

smoking causes BAC? 

3 

A I cannot answer that question, because 

4 

I find it very difficult to put a percentage on a 

5 

degree of certainty of probability. 

6 

Q But you can't state with a reasonable 

7 

degree of scientific probability that smoking is a 

8 

cause of BAC, more probably than not? 

9 

A I can say with any reasonable degree 

10 

of certainty that it is a cause; I can only say that 

11 

it i8 probably associated with smoking. 

12 

Q Am I correct, sir, that you can't 

13 

state with a reasonable degree of scientific 

14 

probability, by fifty-one percent surety or more, 

15 

that smoking is more probably than not associated 

16 

with BAC? 

17 

A I cannot put a percentage on my 

18 

opinion of the degree of certainty of the 

19 

association. 

20 

Q So the answer to my question is no, 

21 

you cannot? 

22 

A I cannot answer the question on a 

23 

percentage or probability of being certain, or even 

24 

the probability of -- a percentage probability of 

25 

there being an association between cigarette smoking 
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and lung cancer -- and BAC. 

Q By the way, doctor/ just for clarity, 

you can't state with a professional degree of 
certainty that smoking is more probably than not 
associated with small cell carcinoma/ can you not? 

A The evidence to date that I know of 

indicates from many, many studies that there 
probably is a causative relationship between small 
cell carcinoma and cigarette smoking. 

Q You can state that with a reasonable 

degree of professional surety? 

A I can say that with a fairly large 

degree of certainty, but I couldn't put a 
probability on it. 

Q And the same question, doctor. If I 

were to ask you, can you state with a reasonable 
degree of scientific probability, i.e., more than 
fifty-one percent,that smoking is probably “ 
associated with small cell carcinoma of the lung, 
could you answer that yes? 

A I would say that smoking is probably 

associated with small cell carcinoma of the lung, 
but I wouldn't put a probability on it — I wouldn't 
put a percentage probability on it. 
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1 

LAWRENCE GARFINKEL 7 

2 

MR. SHBFFLERi My understanding is the 

3 

camera will be focused on the witness except for any 

4 

exhibits that might be used? 

5 

MR. COVERTt Yes, he's going to pan in 

6 

on this, Bruce, as best he can. 

7 

We want to test it; it's going to be 

8 

difficult, but we will try. 

9 

(Discussion off the record.) 

10 

MR. COVERTt Back on the record. In 

11 

accordance with the law of the Civil Code of 

12 

Louisiana, all objections are reserved to the time 

13 

of trial. 

14 

(Discussion off the record.) 

15 

MR. GERBERt We are on the record at 

16 

16x01. This is the beginning of tape number 1, 

17 

today's date is September 21, 1995. 

18 

My name is Ken Gerber of 207 East 15th 

19 

Street. I am the videotape operator employed by 

20 

Video Sound Recording Company, located at 305 

21 

Broadway, New York, New York. 

22 

This is the deposition of Lawrence 

23 

Garfinkel in the matter of Clifton Arabie, et al 

24 

versus R.J. Reynolds Tobacco, et al. 

25 

This is taking place at 599 Lexington 
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Avenue, New York, New York* 

I would ask at this tine that all 
those present announce their appearance for the 
video record, stating their nane and firm and who 
they represent. 

MR. COVERTi I an Jerry Covert 
representing the Plaintiffs. 

MR. SHEFFLERi Bruce Sheffler, 
representing American Tobacco Company. 

MR. ECKs Peter Eck, representing 
American Tobacco Company. 

MS. BARNHART I Deborah Barnhart 
representing The American Tobacco Company. 

THE WITNESSt Lawrence Garfinkel, my 
address is 211-49 18th Avenue, Bayside, New York, 
11360. 

EXAMINATION BY. MR. COVERT! “ 

Q Mr. Garfinkel, as you know, my name is 

Jerry Covert and I represent the survivors of 
Lawrence Arable in this suit which we have brought 
in Jefferson Parish in Louisiana. 

Would you tell the injury, Mr. 
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LAWRENCE GARFINREL S 

Garfinkel, your educational background, please, sir? 

A I graduated City College of New York 

in 1947, in the School of Business. 

I then vent on to Columbia University, 
1 completed a course in sociology and statistics at 
the Columbia University, graduated 1949. 

Q What did you do after you completed 

your formal education, Hr. Garfinkel? 

A 1 accepted a position with the 

American Cancer Society starting in 1947 and I was 
with that organization for forty-three years; I 
retired in 1990. 

Q What did you do vith the American 


Cancer Society? 


A 1 was a member of the Department of 

Epidemiology and Statistics. 

Early on in my career I was chief of 
field special projects; I later became Assistant 
Vice President for epidemiology and statistics, and 
in 1979 I was the Vice President for epidemiology 
statistics and held that position until my 
retirement in 1990. 


What specifically is epidemiology, Mr 


Garfinkel? 
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A Epidemiology is a study of disease, 

morbidity, as it occurs in population groups and 
tries to relate this disease to various factors, 
like environmental exposures, personal habits and 
the like. 

Q What is statistics? 

A Statistics is the science of compiling 

data; in this case it was data on morbidity and 
mortality from cancer, and publishing this data in a 
form that's easily comprehended and understood. 

Q You have not met Nr. Arable or you did 

not meet him prior to his death, is that correct? 

A No, I don't know him. 

Q Do you know any of the Arable family? 

A No, I don't. 

& Do you know anything about his medical 

condition or his personal background? 

A No, I don't. 

Q Is that unusual in epidemiologists 

rendering opinions, Mr. Garfinkel? 

A Epidemiologists don't deal with 

individual patients who have cancer, but they study 
the histories of population groups. 

So it's ordinarily -- it's ordinary 
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not to meet any patient who may be included in that 
group. 

Q And you aren't here to tell the jury 

that Mr. Arable himself died of any particular 
disease process/ is that correct? 

A I have no knowledge of what he died 

of/ except what was told to me at the start of this 
deposition. 

Q Mr. Garfinkel, in your employment with 

the American Cancer Society, have you had occasion 
to write any articles relative to the association 
between lung cancers and cigarette smoking? 

A Yes. We at the American Cancer 

Society have been pioneers in doing studies relating 
to the incidence of lung cancer and other disease to 
cigarette smoking, to alcohol consumption and to a 
number of other occupational and environmental 
factors. 

i 

Q And approximately how many such 

articles have you written? 

To save time, you supplied us with 
your curriculum vitae showing some 140 articles 
through January/February of 1995. 

Is that basically correct? 
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LAWRENCE GARFINKEL 12 

A I have published at least 140 articles 

and many of them had to do with the relationship of 
smoking to disease. 

MR. COVERT* In connection with your 
testimony, Mr. Garfinkel, I would offer at this time 
your curriculum vitae. 

There is one notation which I have 
written on this copy, that you were with the 
American Cancer Society from 1947 to 1990? 

A That's correct. 

MR. SHEFFLBRt Let me register an 
objection to it as hearsay. 

MR. COVERT* Hearsay? 

MR. SHEFFLERs Tea. 


vitae? 


vitae. 


not? 


Do you recognize this curriculum 


Yes, this is my current curriculum 


That's what we just discussed, is it 


That'8 right. 

MR. COVERT* At this time I would 


offer it produced and filed as Garfinkel Video 1. 

MR. SHEFFLER* Objection. 


RAYVID REPORTING SERVICE, INC. - (212) 267-3877 


http://legacyJibrary.ucsf.e(fii^iixldagitffl!{as00 f ^gfflliv.industrydocuments.ucsf.edu/docs/klxl0001 


LAWRENCE GARFINKEL 


13 



Q Now, Mr. Garfinkel, you advised us 

that you — the Cancer Society was in the forefront, 

I think you said, in the investigation of — how did 
you describe that? 

A We did a number of the first studies 

in looking into the relationship between smoking and 
lung cancer and other diseases. 

Q Did you reach an opinion based upon 

the studies that you did, Mr. Garfinkel? 

A Yes. Based on a number of studies 

starting back in 1952, we have formed the conclusion 
that cigarette smoking is definitely related to lung 
cancer, and our later study among men, lung cancer 
occurs two times as frequently in people who have a 
history of cigarette smoking compared to those who 
never smoked, and in females the relationship is 
twelve times as high. 

-Q Mr. Garfinkel, how are these 

conclusions reached? How did you reach these 
conclusions and what materials did you use in 
reaching them? 

A The American Cancer Society has 

conducted now three large prospective studies. 

By a prospective epidemiological study 
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is meant that we get questionnaires from a large 
number of people, follow them over a period of years 
to find out which ones die of lung cancer and other 
diseases, and then make an analysis of the death 
rates among various subgroups of the population. 

For example, we look at the total 
number of lung cancers in smokers and compare that 
death rate to the death rate among people who never 
smoked. 

We have now done this -- we have three 
such large studies. The first one was 186,000 men. 
It was done — it is generally known as the ham and 
horn study. 

Then we did two other studies; one was 
called Cancer Prevention Study I, which is based on 
1.1 million people starting in 1959, these people 
were followed for a period of twelve years, and then 
the current study, which is still going on7 Cancer 
Prevention Study II, started in 1982, and the 
published reports of that encompass six years of 
follow-up. 

Q Nr. Garfinkel, using your education 

and experience and training, have you studied any 
other such test to determine if this was unique to 

RATVID REPORTING SERVICE, INC. - (212) 267-3877 
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LAWRENCE GARFINKEL 15 

the American Cancer Society or was relative to other 
populations? 

MR. SHEFFLERs Objection to the form 
of the question. 

Q Go ahead. 

A A number of other groups have done 

prospective or cohort studies similar to the ones we 
did, with many fever people. 

There have been thousands of case 
control studies to look at the relationship of lung 
cancer and smoking. 

1 think the last time I saw a 
compilation by the Office of Smoking and Health of 
the Public Health Service, there were over 30,000 
studies that compared smoking and disease in various 
population groups. 

Q And again, using your education and 

experience, was there any variance in these studies 
from those at — any substantial variance between 
these studies that you have referred to and those of 
the American Cancer Society? 

A Basically all the studies that -- were 

well conducted, cohort studies and case control 
studies, gave a relative risk -- by relative risk I 
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mean the rate In smokers compared to nonsmokera -- 
of anywhere from 10 to 1 to 25 to 1, depending on 
how many cigarettes a day people smoked, how long 
they smoked, the age they began smoking and various 
other exposure variables. 

Q Did these studies, Mr. Garfinkel, 

indicate a dose response to smoking and lung cancer? 

A Yes, by dose response we mean whether 

or not the rate increases according to the amount -- 
number of cigarettes a person smoked per day. 

In our studies, and in all the other 
studies, there definitely was a dose response. 

Those who smoked two packs or more a 
day, 40 cigarettes or more a day, had much higher 
rates than those who smoked 20 cigarettes a day 
higher than those who smoked ten cigarettes a day, 
et cetera. 

Q The record in this case, Mr. 

Garfinkel, will indicate that I would guess that Mr. 
Arable smoked approximately one and a half to two 
packs per day over his smoking career, the majority 
of his smoking career. 

Would that -- how would you correlate 
that to the studies that you conducted? 
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LAWRENCE GARFINKEL 17 

A Well, we can't say with any certainty 

that any individual contracted hie disease because 
he smoked. 

All we know is that in groups of 
people who are like the Plaintiff in this case, the 
risk of developing lung cancer is higher than if he 
had never smoked. 

Q Hr. Garfinkel, have you had occasion 

to attempt to quantify cigarette smoking with 
various types of lung cancers? 

A I'm sorry? 

Q Have you attempted to correlate 

cigarette smoking with various types of lung 
cancers? 

A By types of cancers, you mean 

histological types of lung cancer? 

Q Yes, sir. 

A Our studies and many other studies 

have found a larger relationship with the so-called 
squamous and small cell carcinomas than with the 
adenocarcinomas and sub types of adenocarcinoma. 

Q Approximately how many articles have 

been published relative to the histological types 
you just identified? 
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LAWRENCE GARFINKEL 18 

A Oh, I couldn't count the number of 

times — I never made an enumeration of them; there 
certainly have been dozens. 

Q We anticipate that the type of cancer 

that might be involved in this -- and if you would 
help me with the pronounciation — 

bronchioloalveolar type cancer -- we will call that 
VAV, so I won't stumble over the word each time I 
say it -- have you conducted any studies relative to 
the association between BACs and cigarette smoking? 

A Yes, we have, not in our 

epidemiological studies, but there is another series 
of studies we did with a pathologist called Dr. 

Oscar Auerbach, who is based at the Veterans 
Administration Hospital in East Orange, New Jersey. 

Our association with Dr. Auerbach goes 
back to 1954, and Dr. Hammond, who was my superior 
at the Cancer Society, and I and Dr. Auerbach have 
published many, many studies looking at the 
relationship of cigarette smoking and lung cancers 
of various sorts. 

Q Focusing our attention on BACs, Nr. 

Garflnkel, approximately how -- is there much 
literature relating to BACs and cigarette smoking? 
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A BAC is not recognized as one of the 


major sites of cancer of the lung. 

In 1991, Dr. Auerbach had the feeling 



from cases he had been seeing that there was an 
increase in the percent of BACs of total cancer over 
the years. 

With that in mind, we collected over 
five hundred cases from the veterans hospital in 
East Orange, and several other hospitals to which 
Dr. Auerbach had access, and started a study to see 
whether or not the — his hypothesis was true, that 
percent of BAC of total lung cancers had increased 
over the years. 

we started with cases going back 
thirty years ago or so, up to the time we published 
the paper. 

Q Was this one of the first articles 

that was published on BACs? 

A Well, there were other articles 

describing the pathological features of BAC going 
back a number of years. 

But in this particular article we also 
looked at its relationship to cigarette smoking; 
that is, the percent of smokers that had BAC and 
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LAWRENCE 6ARFINREL 20 

other types of lung cancer. 

In that respect, at that time, there 
weren't very many studies that we knew about that 
related BAC to smoking. 

Q In the studies that you did, I think 

you said that these were autopsy studies, Nr. 

Garfinkel? 

A Yes. This is based on the slides 

taken at an autopsy of people who died of lung 
cancer. 

Q Did you attempt to get any background 

material relative to smoking or age or anything of 
that type? 

A In every one of these cases we have 

recorded age and sex and occupation and where the 
person lived, information of that sort, and smoking 
habits. 

q Now, not all five of these cases were 

BACs, were they, Nr. Garfinkel? 

A No, of the 505 cases, about 14 and a 

half percent or so, 74 out of 505 were BAC. 

Q What was the smoking history of these 

BACs, Nr. Garfinkel? 

A Well, among the 74 cases -- I will 
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2 

hold this up to show, if wo can focus in on it -- 

3 

you classify them as never smoked* 

4 

MR. GERBER* It'S kind of crooked. 

5 

Q Okay, that's good, continue if you 

6 

will, please. 

7 

A we classified the 505 subjects as 

8 

never smoked, ex-smokers, current cigarette and 

9 

cigar/pipe smokers who never smoked cigarettes. 

10 

There were a total of '74 cases. Five 

11 

of them were in people who never smoked, five of 

12 

them were in cigar and pipe smokers who never smoked 

13 

cigarettes, 27 were ex-smokers and 37 were current 

14 

cigarette smokers; that is, current up to their last 

15 

fatal illness. 

16 

In our paper we just gave the 

17 

percentages of BAC and the other types among those 

18 

four categories of smoking. 

19 

At the time we did our paper we did 

20 

not make an analysis of the relative rates of 

21 

occurrence of BAC within these smoking types. 

22 

Recently I did make an analysis and 

23 

came up with the following result. 

24 

Q What was that result? 

25 

A In order to compute a rate of 
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LAWRENCE 6ARF1NKEL 22 

occurrence/ you really have to know the base 
population from which these 74 cases and all the 
other of the 505 cases were drawn. 

We didn't have such a population, but 
what I did# I did it in two different ways to see if 
it makes any difference in comparing rates. 

In one case I took the smoking 
distribution in 1982 of the people who enrolled in 
the American Cancer Society's cancer prevention 
study and I found these proportions in that study. 

Twenty-five percent never smoked/ this 
is among males; forty-one percent ex-smokers/ 
twenty-four percent current cigarette and eight 
percent pipe and cigar smokers. 

I then took an arbitrary population of 
10/000 and multiplied the 10,000 by these 
percentages to get these numbers of persons to be 
used as an arbitrary base for computing rates — 

Q Is that a procedure that's used in 

epidemiology, Mr. Garfinkel? 

A Well, it's not a procedure that might 

be used in a case control study or a cohort study, 
but these estimates I think are fairly good for 
making relative estimates of the rates in smokers 
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LAWRENCE GARFINKEL 23 

and nonsnokers. 

Q Good, thank you, go ahead, please. 

A (Continuing) -- identified in the 

number of BAC cases by the population, and got a 
rate per 100,000 — a rate per 10,000 persons. 

This might not be the actual rate but 
all of these, as I said, is relative based on the 
smoking distribution. 

When you do that, you get a rate of 19 
per 100,000 for the people who never smoked and 152 
per 100,000 for people who are current smokers. 

If you divide the current smokers by 
the never smoked, the relative risk, the rate of one 
compared to the other, is 8 to 1; that is, it's 
eight times as likely that the cancer occurs in 
the -- in cigarette smoker than nonsmoker. 

But then I did it another way, because 
thepopulation who comes to a VA hospitals and some 
of these other hospitals, where Dr. Auerbach had 
access to data, are probably of a lower 
socioeconomic group and their smoking distribution 
would be somewhat different. 

So what the smoking distribution was 
according to the general population in our one 
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LAWRENCE GARFINKEL 24 

million -- half a million men in the Cancer 
Prevention Study II, that might not hold for a VA 
population. 

I therefore used the population 
reported in the Surgeon General's report of 1989 of 
what the smoking distribution would be in people 
with less than a high school education. 

We know that people with less than a 
high school education, people who have a lower 
socioeconomic group, have — smoke more than the 
population as a whole. 

So we used those distributions, again 
got the number based on a hypothetical population of 
10,000, used the same number of BACs by smoking 
habits and computed new rates. 

In this case the nonsmoking rate went 
up to 26, the current cigarette smoker in this 
hypothesis was 104 and the relative risk was 4 to 1. 

So even if you assume a population 
that may be closer to the VA population, from which 
these cases were drawn, you still get a relative 
risk of 4 to 1. 

Q Why did you figure both ways, Mr. 

Garfinkel? Is that variables, is there such a thing 
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in epidemiology, that you try to help out — take 
care of in reaching your figures? 

A In epidemiology, especially when you 

are making estimates, you try to make high, medium 
and low estimates based on different assumptions of 
distributions, when you don't know the distribution. 

So the general procedure is something 
that's often used in epidemiology. 

For example, when the census 
population -- the census bureau tries to predict 
populations twenty, thirty or forty years from now, 
they will make certain assumptions on low 
immigration basis, medium and high, on a low birth 
rate, medium and high, and all of these things 
project to different estimates of the population 


later on. 


So this is the kind of procedure 


that's used in statistics. 

Q Based upon your education, training 

and experience, Mr. Garfinkel, did you draw any 
conclusions about the association between cigarette 
smoking and BACs? 

A Well, based on this conclusion -- on 

this analysis, and it would be very nice to get more 
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2 cases; after all/ we are only basing this on five 

3 cases of nonsmokers, but lung cancer simply doesn't 

4 occur in nonsmokers to any great degree. 

5 NR. SHEFFLERi Off the record. 

6 (Discussion off the record.) 

7 NR. COVERTt Back on the record. 

8 Q We just got interrupted by a telephone 

9 call. Nr. Garfinkel, and I hope it won't interrupt 

10 our deposition anymore. 

11 I think 1 had just asked you about the 

12 association — based upon your education/ training 

13 and experience, your views as to the association 

14 between BACs and cigarette smoking and 1 don't know 

15 if you answered that completely. 

16 But would you answer it again in light 

17 of the interruption. 

18 A Yes. In view of this analysis, it 

19” ~ appears that the relative risk of 4 to 1 is some 

20 indication that there is an association between BAC 

21 and smoking. 

22 I would want to see if this could be 

23 replicated in other studies -- I would take into 

24 consideration whether this is biologically 

25 plausible — for cigarette smoking to get out to the 
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periphery or the outside of the lung, where BAC 
occurs — in order to be able to say that the 
association may be real, but based on one study, one 
cannot draw any definite conclusions. 

Q Nr. Garfinkel, you mentioned you would 

like to know if this smoke could get to the outside 
of the lung. 

Is it documented that other substances 
inhaled get to the lining of the lung, such as 
asbestos? 

A Well, asbestos certainly occurs in the 

periphery of the lung and it affects the pleura, 
which is the outside lining of the lung. 

We have done a number of studies with 
Dr. Auerbach which showed that the degree of 
emphysema; that is, the tearing of the septa, the 
alveolar spaces in the outside of the lung, and 
fibrosis, which isa thickening ofthe septa, these 
disease changes are highly associated with cigarette 
smoking. 

So we know from these studies that 
smoke and constituents of smoke can certainly get 
out to the lung. 

Q You spoke of replication of your 
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studies. 

To your knowledge, Mr. Garfinkel, have 
any other studies been performed trying to associate 
cigarette smoking with BACs? 

A I haven't tried to research the 

literature before this deposition very carefully, 
but it's been brought to my attention that in 1993 I 
was aware of a paper by a Dr. Barsky from Los 
Angeles, who found the same increase in BAC in Los 
Angeles that we found in New Jersey and these other 
places, about the same percentage of total cases in 
the last period, and that Barsky commented that at 
least two papers in the literature showed that there 
appeared to be some association with cigarette 
smoking and BAC* 

I haven't read those papers, but those 
were what was reported in the literature in 1993. 

Currently there is another paper by 
some scientists in New Orleans headed by Dr. Falk, 
which, again, is based on very few cases, 21 people 
who ever smoked and 3 people who never smoked, found 
relative risk about the same as what I found in this 
study. 

Q Now, is that the article entitled 
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"Epidemiology of Bronchioloalveolar Carcinoma by 
Falk/ et al" # I think in 1991? 

A That'8 a paper to which I was 

referring. 

Q You commented that there were not too 

many numbers in this study, is that correct? 

A That's correct. 

Q You didn't have too many numbers in 

your study either, did you? 

A Well, it would be nice to have greater 

quantities before you could make more definite 
statements about the relationship. 

Q Are you familiar with the conclusion 

based on the limited number of subjects to the study 
in New Orleans regarding cigarette smoking? 

I hand you the xeroxed Page 85 of this 
article, which doesn't correspond to the article 
number, but we will get - that straight (handing). 

A I read from the abstracti "Most cases 

smoke cigarettes, with a four fold risk for people 
who ever smoked. 

"Risk tended to increase with smoking 
intensity, reaching tenfold for more than 1.5 packs 
per day." 
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Is that somewhat consistent with the 


study that you made with Or. Auerbach? 

A I would say it's consistent. It's 

based on many fewer cases than we had in our study, 
and in one of the features of this study, the people 
who continued to smoke up until the time of their 
death had a lower relative risk, 2.5 than those who 
were former smokers who stopped. 

We really have no information of why 
this occurred, but overall the risk for people who 
ever smoked was 4 to 1. 

Q Are you familiar with an article by a 

Dr. Barsky, Hr. Garfinkel, entitled "Rising 
Incidence of Bronchioloalveolar Lung Carcinoma and 
Its Unique Clinicopathologic Features"? 

I think this was published in cancer 
in February of 1994. 

Are you familiar with that document? 

A Yes, I read that article when it came 

out and I found that Dr. Barsky and his associates 
found about the same increase in bronchioloalveolar 
carcinoma that we found in our study. 

Q Did he make any conclusions, Mr. 

Garfinkel, relative to the association between 
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cigarette smoking and BACs? 

A In his own cases, I don't think he had 

smoking habits, so he couldn't make any statement 
about the cases in his study. 

He did comment in a discussion of his 
paper that the etiology of BAC remains unclear. 

"BAC has been shown to be associated 
with cigarette smoking but not as strongly 
associated as are squamous and small cell 
carcinomas" and refers to two papers that had this 
finding. 

Q Is that indicative of corresponding to 

your findings, Mr. Garfinkel? 

A I have no idea what these papers are, 

I haven't read them, but the overall finding as 
reported by Dr. Barsky is in line with what we found 
in our study. 

Q I notice that In this article. Dr. 

Barsky also relied on the Falk article, which you 
just identified, which is just -- that's the ten 
subjects that had BACs? 

A No, in Falk's article there were three 

smokers and twenty-one — three nonamokers and 
twenty-one people who ever smoked. 
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Q Now, Mr. Garfinkel, we have been 

furnished with a copy of the article to which you 
referred back in 1991. 

I would like to go over that with you 
rather thoroughly, if we might. 

Are you familiar with that, or do you 

need my copy? 

A Well, I would like to have a copy in 

front of me. 

Q That's "The Changing Pattern of Lung 

Carcinoma" by Auerbach and Garfinkel. Is that the 
study to which you refer? 

A Yes. 

Q I notice in the first paragraph of 

that article, Nr. Garfinkel, it's concluded that 
"Carcinomas arising in the peripheral parenchyma of 
the lung with no bronchial involvement may have a 
different callus than bronchiogenic carcinomas." 

A Well, that's the general pattern that 

most pathologists have reported, and Barsky in 
1993 -- I'm sorry, Falk in 1991 and Barsky later in 
1993 still also say that it is still not certain 
whether or not all cases are or in what proportion 
of cases of BAC are related to smoking. 
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Q Then it states further that "they have 

not been related directly to exposure to tobacco 
smoking habits." 

A Yes. 

Q What do you mean by habits in that 

regard, Mr. Garfinkel? 

A When you talk about tobacco smoking 

habits, you are talking about people who never 
smoked, people who smoked, people who are 
ex-smokers; it's the whole gamut of whether or not 
they smoke and whether they smoke currently. 

Q That has nothing to do with smoking 

per se, that's just the amount they smoke, is that a 
fair statement? 

A When you talk about tobacco smoking 

habits, it includes those who don't smoke. 

Q Tou go on to say "it's not related to 

any other known carcinogen" -- carcinogenic agents." 

Is that correct? 

A Right. As far as we knew at that 

time, there was no studies that we were aware of 
that related BAC to whether -- other agents. 

Q Was this an attempt by you all, Mr. 

Garfinkel, to try to find out causes of BACs? 
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2 A The major thrust of this paper was to 

3 try to confirm the hypothesis that Dr. Auerbach had, 

4 that he was seeing many more BACs in his practice, 

5 and we went back a number of years to what we 

6 classified — some of them were — some of the cases 

7 were from the late -- died in the late 60's, most 

8 were collected between 1973 and 1989* 

9 In the paper we classified them as 

10 those who were diagnosed before 1978, those 1979 and 

11 '81, '82 to '85 and '86 to '88. 

12 THE WITNESS* Can you focus in on 

13 this? 

14 HR. GERBERs On the pictures or the 

15 graph? 

16 THE WITNESSt The graph. 

8 

17 A As you can see, over these four 

18 periods of time, the percent of cancers rose from 

- 19 9.1 in the early period to 20 .3 in the last period. 

20 So the hypothesis that Dr. Auerbach 

21 had proposed was borne out that there really was an 

22 increase in BAC in the cases we had seen. 

23 Q You spoke, Mr. Garfinkel, of the 

24 earlier articles by the American Cancer Society. 

25 Adenocarcinomas were included in that, were they? 
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LAWRENCE GARFINKEL 35 

A Which articles? 

Q The earlier articles of the Cancer 

Society. 

A If you are talking about the 

epidemiological studies, in Cancer Prevention Study 
I, which took place between 1959 and 1973, we were 
able to classify the lung cancer cases by 
histological type. 

whenever we had a report of a death 
from lung cancer, we wrote to the hospital or the 
pathologist who was in charge of the case to try to 
get a verified histological diagnosis on the case. 

When we made the analysis of 
histological type of lung cancer related to smoking, 
we found that those that were classified as squamous 
cell carcinoma or small cell carcinoma had a greater 
relationship to cigarette smoking than those 
classified as adenocarcinoma. 

Q Were BACs thought of at one time as a 

subsection of adenocarcinomas? 

A Some people classified it as a 

subsection; that did not isolate them. 

Back in the 1960's, from various sorts 
of data, BAC was not a very common type of cancer, 
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it may have been very difficult to isolate them in 
an epidemiological study. 

Q I don't quite understand you. 

Do you think the pathologist 
classified BACs as adenocarcinomas/ if that's a fair 
statement? 

If it's not/ if you can answer it, do; 
if you can't/ explain it. 

MR. SHEFFLERt I object to the form. 

Q In the early days, was the 

pathological expertise to diagnose BAC such as there 
is today? 

A It's hard for me to say, because I am 

not a pathologist. 

I spoke to Dr. Auerbach about this, 
and in his paper that we referred to, "The Changing 
Patterns of Lung Cancer," he very carefully 
elucidates the morphologica1 and histologica1 
characteristics of BAC. 

Although he hasn't published it, it 
will be hearsay, but he has told me. 

Q I guess we don't want you to go into 

hearsay on that. If you don't know, Mr. 

Garfinkel — 
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A I don't have any direct expert 

knowledge. 

Q In the discussion of the "The 

Changing Patterns of Lung Cancer," I think you found 
BACs were found in -- would you look at Page 1977 of 
the article, it's before you. 

A Yes. 

Q The next page, in the discussion, BACs 

were found in what percentage of the cases? 

A 14.7 percent of all cases and 20.5 of 

the cases diagnosed in 1986 to 1989. 

Q Thera is another sentence there that 

says "It does not appear to be related to smoking." 

A This is a statement made without a 

very careful analysis based on the data in Table 4, 
which shows that of the ten cases of nonsmoker, five 
were bronchioloalveolar carcinoma and a much smaller 
percentage of the current smokerswere 
bronchioloalveolar carcinoma. 

As I elucidated before, I think that's 
an improper analysis and that we made a proper 
analysis by trying to get it on a population base 

and looking at the relative risks of BAC and smokers 

and nonsmokers. 
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Q Well, in any event, based upon your 

education, training and experience, that's not your 
opinion as you sit here telling the jury about the 
relationship with cigarette smoking and BACs, is 
that correct? 

A No, I think my opinion I would 

characterize as follows. I think it's probable that 
BAC is related to smoking, but we can't say it with 
any certainty without some more evidence. 

Q To your knowledge, the only evidence 

relating to BACs are the New Orleans article to 
which you referred and Dr. Barsky's article and the 
sources relied on him therein? 

A The two references in Dr. Barsky's 

article, yes. 

Now, there may be other papers which 
relate to this; I haven't researched the literature. 

Q By way of recapitulation, Mr. 

Garfinkel, do you have an opinion between lung 
cancers and cigarette smoking in general? 

A Oh, there is no doubt that cigarette 

smoking is an important cause of lung cancer. 

The American Cancer Society estimates 
that eighty-seven percent of all lung cancer is 
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for identification, and with that we tender the 
witness. 

(The above described document was 
marked Arabie/Garfinkel Exhibit 2 
for identification, as of this date.) 

MR. SHEFFLERs Thank you, Mr. Covert. 

EXAMINATION BY MR. SHEFFLERt 

Q Mr. Garfinkel my name is Bruce 

Sheffler. I represent The American Tobacco Company 
and I have a few questions for you this afternoon. 

First, sir, I understand from the 
testimony you just gave that your training is 
primarily as a sociologist, is that correct? 

A No, my training is primarily -- as an 

epidemiologist and a statistician. 

Q Tour degree is in sociology, is it 

not? 

A My degree is in sociology, but my 

training has been as an epidemiologist on the job. 

Q Mr. Garfinkel, do I understand that 

you got a degree in sociology from the University of 
Columbia? 
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A The answer is the Departnent of 

Sociology, yes. 

Q Was that a Master's Degree, sir? 

A That was a Master's Degree. 

Q That'8 your highest degree? 

A That's my highest degree. 

8 Q You haven't had any formal training in 

9 medicine, have you? 

10 A No, I haven't. 

11 Q You have co-authored a number of 

12 papers involving lung cancer with a Dr. Auerbach? 

13 A Yes, I have. 

14 Q Dr. Auerbach was the senior author on 

15 those papers? 

16 A On most of them, on some of them I was 

17 the senior. 

18 Q Dr. Auerbach was the person who dealt 

19with the pathologic criteria that was involved in 

20 those papers, is that correct? 

21 A That is correct. 

22 Q Hr. Garfinkel, I would like to turn 

23 for a moment to how you got involved in this case. 

24 a As I understand it, Mr. Covert, the 

25 I Plaintiff's lawyer contacted you around March of 
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2 

this year? 


3 

A 

I believe that's true. 

4 

Q 

He wrote a letter asking you if you 

5 

could give 

him some assistance, is that right? 

6 

A 

I think that's what the purport of 

7 

that letter 

was, yea* 

8 

Q 

He asked you about peripheral 

9 

carcinoma, 

is that correct? 

10 

A 

I will have to get the letter to 

11 

reviev it to find out exactly what he asked me. 

12 

Q 

Let me show you a letter dated March 

13 

2, 1994, doctor, and ask you if that's when Mr. 

14 

Covert wrote to you (handing)? 

15 

A 

This is what he wrote to me. 

16 

Q 

He asked you to help him with 

17 

peripheral 

carcinomas, right? 

18 

A 

Right. 

19 

Q 

What he asked you to do was to look at 

20 

the evidence and conclusions that you had written 

21 

with Dr. Auerbach in a study entitled the "Changing 

22 

Pattern of 

Lung Cancer"? 

23 

A 

He didn't ask me that, I'm sorry. He 

24 

said, " My 

purpose in writing is to see if it is a 

25 

fact that" 

-- quoting above what was said in the 
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paper -- "bronchial carinomas nay have a different 
cause." 

Q Different than what, sir? 

A Different cause than bronchiogenic 

carcinomas, that they have not been related directly 
to exposure of tobacco smoking habits or any other 
known carcinogenic agents. 

That was a statement taken from this 
"Changing Pattern of Lung Cancer" paper. 

Q The conclusion at that -- 

A I'm sorry, let me finish what I was 

saying. 

"My purpose in writing is to see if 
this is, in fact, still your opinion or if it has 
any way changed with current thinking, that all 
tumors are involved in cigarette smoking, although 
adenocarcinomas are not as closely related to 
cigarette- smoking as -to the other typesv " — 

So he didn't ask me specifically about 
the -- about my current thinking. 

Q If I may take this letter back from 

you, sir. 

Didn't Mr. Covert relate to you that 
in a prior case there was evidence offered from your 
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article of 

1991? 

3 

A 

I don't recall that part of the 

4 

conversation — of the letter or of the 

5 

conversation* 

6 

Q 

Well, did he say that the "carcinomas 

7 

arising in 

the peripheral parenchyma of the lung 

8 

with no bronchial involvement may have a different 

, i 

9 

cause than 

bronchiogenic carcinomas? 

10 

A 

That was a quote from the paper, as I 

11 

recall. 


12 

Q 

He asked you if your opinion on that 

13 

remained the same, is that correct? 

14 

A 

Right. 

15 

Q 

And peripheral carcinomas or 

16 

carcinomas 

arising in the peripheral of the 

17 

parenchyma 

of the lung include bronchioloalveolar 

18 

carcinoma, 

doesn't it? 

19 

A 

Bronchioloalveolar -- | 

20 

bronchioloalveolar carcinomas is the proper way, 

21 

BAC. 


22 

Q 

For shorthand we will call it BAC from 

23 

this point 

forward, if that's okay with you, Mr. 

24 

Garfinkel. 


25 

A 

Yes. 
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Q Mow, you published the article that 

contained this quotation in a journal called Cancer, 
is that right? 

A Yes. 

Q You published that in 1991? 

A That's right. 

Q And that's a peer review journal/ 

isn't it? 

A It is a peer review journal. 

Q What does that nean, sir? 

A It means that other people who have 

some expertise in this field are sent a paper to 
review, to see if it should be published, if changes 
should be made or whatever, or whether it should be 
accepted. 

Q And this is a very well regarded and 

respected journal among medical practitioners, isn't 
it? ‘. . 

A That's rhetorical, of course, that's 

true. 

Q You know that this is a widely read 

journal among medical practitioners, don't you? 

A It is read by several tens of 

thousands of people, yes. 
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2 Q Now, after you received the letter, 

3 sometime after you received the letter, you agreed 

4 to testify for Nr* Covert, did you not? 

5a I don't recall if I agreed to testify 

6 after this letter was received. 

7 I gave my opinion that I think it may 

8 be that cigarette smoking is related to BAC and that 

9 some of the wording in the paper may be wrong, but I 

10 didn't agree to testify at that time, not to my 

11 knowledge. 

12 Q At some time you did agree to testify 

13 for Mr. Covert? 

14 A That was earlier this summer, 

15 probably. 

16 Q And you, of course, are charging Mr. 

17 Covert for your testimony? 

18 A Yes, I am. 

19 Q And you reviewed your-cancer paper of 

20 1991 and you reviewed some other materials Mr. 

21 Covert sent you, and you wrote him a couple of 

22 letters, right? 

23 A Yes. 

24 Q And you are charging him for that as 

25 well, are you not? 
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A well/ there was a fee for preparation 

and for giving a deposition/ yes* 

Q Now, in addition to the statement that 

was read to you, there are a couple of other 
statements about smoking and BAC in this paper. 


isn't there? 


referring to? 


Would you tell me what you are 


Q Well, if you would turn to the last 

page, Mr. Garfinkel. 

Tou see where it says 

"Bronchioloalveolar carcinoma was found in 14.7 
percent of all cases and 20.5 percent of cases 
diagnosed from 1986 to 1989." 

Do you see that, sir? 

A . Yes, Ido. 

Q That was correct, of course, when you 

said it, wasn't it? 

A Yes. 

Q That was a statement that both you and 

Dr. Auerbach had reviewed and had passed on for 
publication, correct? 

A Yes. 

0 The next statement, Mr. Garfinkel, "it 
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does not appear" — referring to BAC, correct, "it 
does not appear or BAC does not appear to be related 
to smoking"? 

A This is based on the — 

Q First of all — 

A (Continuing) —On Table 4 and it does 

not properly analyze the rates of occurrence of BAC 
and cigarette smoking. 

"It does not appear" doesn't mean it 
is not related. 

Later on we show that — we say 
that — and in the abstract of the case we say that 
our findings should be validated with other studies. 

Q So your findings. Nr. Garfinkel, you 

suggested were incomplete and should be validated 
with other findings, is that right? 

A It would always help for some study to 

validate with other findings, and I am testifying 
that I don't think in this particular paper, where 
we were much more interested in the incidence of BAC 
in relation to other cancers and where they occur 
and what parts of the lobe, and so forth, that we 
made a proper analysis of cigarette smoking* 

We just gave a brief description of 
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2 

the proportion of each type of each histological 


3 

type that occurs among smokers and ex-smokers and 


4 

people who are current smokers. 


5 

Q Well, the very last phrase in this 


6 

article also addresses BAC, doesn't it? 


7 

A It says, " But the cause of 


8 

bronchioloalveolar carcinoma is still obscure and 


9 

should be investigated further.” 


10 

It's unfortunate that it didn't say 


11 

"may still be obscure and should be investigated 


12 

further." 


13 

I would certainly concur with the 


14 

statement that it "should be investigated further," 


15 

and several people did after this paper was 


16 

published. 


17 

Q Mr. Garfinkel, again are you saying 


18 

that your statements in this paper were wrong? 


19 

A I am not saying they were wrong, they 


11 



20 

were misworded. I would say if we added the words 


21 

"may be obscure," it would be more accurate than is 


22 

"still could be obscure." 


23 

Q Mr. Garfinkel, you in the abstract 


24 

pointed out that there was a request to do further 


25 

validation. 
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Doesn't your abstract statement, sir, 
that "this finding" — referring to the paper — 
"should be validated in other population based 
studies, and if confirmed, nev studies should be 
undertaken in an attempt to discover the factors 
that play a role in the development of such 
cancers"? 

A That is saying it should be validated 

that -- whether or not there is a risk involved with 
cigarette smoking, and if it isn't, that attempts 
should be made to find other factors that may be 
Involved in developing of BACs. 

Q I don't want to argue you with you, 

sir, but it doesn't say anything about risk of 
smoking in there. 

It says "this finding should be 
validated in other population based studies, and if 
confirmed" -- i.e., if the finding of this study is 
confirmed -- "new studies should be undertaken in an 
attempt to discover the factors that play a role in 
development of such cancer"? 

A But the "findings should be validated" 

refers to the sentence before, about a "study of 
lung cancer cases among nonsmokers and former 
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smokers showed a decreased incidence of 
bronchiogenic carcinoma and increase in peripheral 
cancers" doesn't necessarily mean that smoking is 
not involved. 

Q Well, doctor, the factors that they 

suggest, or the authors of this paper suggest should 
be investigated, and one of those authors is you, 
are viral oncogenes, correct? 

A Only on the condition that the 

findings are validated in population based studies. 

I did make an attempt to make a 
population based analysis based on the data in this 
study, and other people have also done it in a New 
Orleans paper, and so forth, and -- this statement 
only holds if we find that the hypothesis that there 
is an increase among the nonsmokers and former 
smokers holds up in view of the fact that it is 
going down among cigarette smokers, but this has 
nothing to do with whether or not cigarette smoking 
is related to BAC. 

Q So if I understand what you are 

saying, sir, the fact that as smoking rates have 
dropped and the smoking associated cancers have 
declined, BAC has increased; is that right? 

RAYVID REPORTING SERVICE, INC. - (212) 267-3877 

ucsf.ec3Bi^lirtk&agif®TiaBQ£XXpcWA/.industrydocuments. ucsf.edu/docs/klxl0001 




1 

2 

3 

4 

5 

6 

7 

8 
9 

10 

11 

12 


-13 

14 

15 

16 

17 

18 

19 

20 
21 
22 

23 

24 

25 


LAWRENCE GARFINKEL 52 

A If you look at it on a percentage 

basis, BAC has increased as a proportion of total 
cancers. 

Q And that's the finding that they 

that the authors of this study, including you, 
wanted validated, and if validated, wanted new 
studies undertaken to discover the factors that may 
play a role in the development of those BACs? 

A But it doesn't negate the fact that 

BAC may still be related to cigarette smoking. 

It says only if you find this 
hypothesis is true should you look at other factors. 

We did not find that the hypothesis is 
true with a more thorough going analysis of the 
rates of occurrence, and the few other studies that 
are available all point to the fact that BAC is moriv 
common in cigarette smokers than the people who 
never smoked. 

Q If I may, Mr. Garfinkel, again, the 

finding that was — that this is referring to now is 
the increase in BAC as a percentage of total lung 
cancers, that's the finding? 

A The finding we talked about in this 

paper was a percentage of BACs as a percent of total 
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lung cancers found In autopsy. 

Q Now, you mentioned earlier that Dr. 

Barsky had written a study in 1993 that you 
reviewed, and I believe you testified that the 
conclusions that he reached in his paper were in 
line with yours, that was a term you used? 

A The major finding of his paper and 

ours was there was an increase in the percent of 
BACs as a percentage of total lung cancers. 

Q Well, I would like to reread the 

portion that was read into the record. 

It says, " The etiology of BAC remains 
unclear. BAC has been shown to be associated with 
cigarette smoking, but not as strongly associated 
with smoking as are squamous and small cell 
carcinomas." 

A That's the statement that I read in 

and Ibelieve that's true, and that's what I found 
from the reanalysis of the data. 

Q "The etiology of BAC," that means the 

cause of BAC, is that not correct? 

A That's correct. 

Q So the cause of BAC remains unclear, 

and that's in line with what you have found? 
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A When he says the etiology of lung 

cancer is not clear, he means that we can't -- we 
probably cannot account for the cause of all these 



cancers, but he postulates that cigarette smoking 
may very well be one of the causes, and I would 
agree with that statement* 

Q There is nothing in this paper where 

Dr. Barsky postulates that cigarette smoking is a 
cause of lung cancer or BAC? 

A He postulates based on the references 

that he gives here, and there are at least two 
papers which showed a positive relationship of 
cigarette smoking and BAC. 

Q Mr. Garfinkel, you have written, along 

with Dr. Auerbach that there does not appear that 
BAC is related to smoking. 

Do you know if Dr. Auerbach holds that 

view today? 

A I do not know that. 

Q Doctor Auerbach — 

A One way or the other. 

Q Dr. Auerbach certainly held that view 

as of 1991? 

A He held that and he still may hold it, 
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I just don't know. 

He certainly hasn't seen my reanalysis 
of this, which certainly may change his mind. 

Q Let me make sure I understand. Your 

reanalysis occurred on the basis of the very same 
data that Dr. Auerbach and you looked at back in 
1991, is that correct? 

A I think we ought to tell the jurors 

this, that at the time we did this paper we were 
mainly Interested in the morphological features 
which Dr. Auerbach described of BAC, and to test the 
hypothesis that the incidence of BAC as a percentage 
of all lung cancers had been increasing. 

The — one of the major purposes of 
our study was not to find the etiology of it. 

As far as we knew at that time, we had 
no definite evidence that BAC was related to 
cigarette smoking. 

The percentage distribution here was 
just an outline of what the proportions of cases 
were among different smoking habits. 

in order to do a proper analysis, you 
have to try to get rates of occurrence among 
cigarette smokers and nonsmokers. 
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That'a what I did earlier this year, 

3 

when I was asked to give my opinion on whether or 

4 

not the lung cancer was related to BAC# and that's 

5 

what I did. 

6 

In itself it doesn't constitute 

7 

absolute proof, in relation to studies by the Falk 

8 

group in New Orleans, the two papers cited by Dr. 

9 

Barsky, the biological plausibility of cigarette 

10 

smoking and it's ingredients getting out to the 

11 

periphery of the lung. 

12 

All these taken together would lead me 

13 

to believe that cigarette smoking is probably a 

14 

cause — one of the causes of BAC* 

15 

It doesn't account for all the cases. 

16 

but it's probably a cause of BAC. 

I 7 

Q And, doctor, as I understand your 

18 

testimony, you in your analysis believe, as a result 

19 

of your analysis, that there may be an association 

20 

between smoking and BAC, isn't that true? 

21 

A That's true. 

22 

Q But, doctor, isn't it also true that 

23 

you cannot state with a reasonable degree of 

24 

professional certainty that it is more likely than 

25 

not that smoking is a cause of BAC, isn't that true? 
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A I can't answer the question in the way 

its worded. 

I would say -- and I think the jurors 
will understand it -- that in my opinion, ray 
professional opinion based on the evidence I have at 
hand, taking the biological plausibility, together 
with the few studies that have been done, taking 
those all together, I would say it's probably a 
cause, it leads more cases to verify it with a 
greater degree of certainty, but my opinion right 
now is that it probably is a cause; that is, 
cigarette smoking probably is a cause of BAG. 

MR. SHEFFLERi Can we go off the 
record for a moment. 

(Discussion off the record.) 

MR. SHEFFLERi Back on the record. 

Q Mr. Garfinkel, I want to make very 

sure that I understand and the jury understands what 
your testimony really is in this case. 

Can you with a scientific degree of 
probability state that smoking is more likely than 
not a cause of bronchioloalveolar carcinoma? 

A I would say that the evidence that I 

have to date points to an association which — 
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between bronchioloalveolar carcinoma and smoking 


That's not my question, sir. Listen 


very carefully. 

I am not asking you about whether or 
not.the evidence points to an association. 

I am asking you whether you can state 
that smoking is a cause or more likely than not a 


cause of BAC? 


An association, as I understand it, is 


not enough to infer causality, isn't that correct? 

A That's true. 

Q So my question, sir, is, based on the 

evidence that you have today, would you not agree 
that in your opinion, with a scientific degree of 
probability, the evidence suggests and points to an 
association, but that association may or may not be 
causal based on the evidence we have today? 

A The evidencepoints to an association. 

I can't say with "a strong degree of scientific 
certainty" that this is a cause and effect 


relationship. 


It may be, and if we have more 


evidence we may be able to say it is, but right now 
I cannot say. 
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2 

Q So you cannot say as the evidence 

3 

stands right now, that you are aware of, that 

4 

smoking is more probably than not a cause of BAC7 

5 

A I would add this to it, there is a 

6 

relationship, according to the evidence we have now, 

7 

between BAC and smoking. 

8 

The evidence is not as strong as it is 

9 

for some of the other types of cancer. For some of 

10 

the other types of cancer I would say there is a 

11 

cause and effect, but there are always people who 

12 

develop other types of cancer who don't smoke, and 

13 

the same thing is true in BAC. 

14 

So I can't say with the same degree of 

15 

certainty we have a squamous cell and oat cell, but 

16 

I say there is an association, and as more evidence 

17 

accumulates, It could very well be causative to the 

18 

same degree -- we can say that it's causative to the 

19 

same degree we say it for other types of lung 

20 

cancer. 

21 

Q But that evidence doesn't exist today 

22 

and all we have is the — 

23 

A The evidence is not yet available. 

24 

Q And all we have is the evidence that 

25 

is available today, and based on that evidence, it's 
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your professional opinion that smoking may be a 
cause of BAC or smoking may not be a cause of BAC? 

A I wouldn't word it this way. I would 

say smoking is associated with BAC from the data we 
have now, and with more data we may be able to say 
that it is causative. 

Q If we get that more data? 

A If we get more data, yes. 

Q But as of today we don't have that 

more data, and so therefore, the best we can say is 
it may or may not be a cause? 

A In my opinion, the weight of evidence 

is it's associated, and I think it may be wrong to 
say it's not a cause. 

We can't prove it is a cause, but we 
cannot say that it ie not a cause. 

Q So, doctor -- Nr. Garfinkel, excuse 

me, I'm sorry — if I understand what you are 
saying, we just don't know -- at this point in time, 
we don't know whether smoking is a cause of BAC or 
whether smoking is not a cause of BAC? 

A And I can't say for squamous cell 

carcinoma, which is highly related to smoking, it is 
a cause in any particular case either. 
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Q Right, but you can't even say in 

populations that BAC is a cause based on this 
information; the best we can say is it may be or it 
may not be? 

A That's your opinion. In my opinion, I 

say there is an association, and with more data it 

8 may be enough of an association to prove that it is 

9 a cause. 

There is the relative risk, there are 
several studies -- not as many as ve vant -- there 
is a biological plausibility, all this, and my 
professional opinion and my experience with lung 
cancer over the years adds up to the fact that there 
is an association and may very well be one of the 
16 I causes of BAC. 


17 Q Doctor, your deposition was taken just 

18 an hour or so ago in this case, was it not? 

19 A Igave a deposition some time ago. 

20 Q It was this morning, was it not? 

21 A Yes. 

22 Q And this morning I asked you a series 

23 of questions about BAC and tobacco, did I not? 

24 A You did. 

25 Q You were under oath at that time, were 
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you not? 


LAWRENCE GARF1NREL 


Yes. 


And there was a court reporter taking 


down your testimony? 


Tes. 


And at that time I asked you the 


following questions 


"Mr. Garflnkel, with a scientific 
degree of probability, can you state that 
smoking is more likely than not a cause of 


BAC? 


I would like you to tell me, sir, 


yes or no, or if the evidence is not 
conclusive, you can say that." 

And your answer. Nr. Garflnkel, just a 
few hours ago was t 

”1 would preface my statement by 

- 8a ying I wish I had more evidence on the 

subject, but based on my analysis and 
little other evidence I have, and the fact 
that lung cancer occurs so Infrequently In 
nonsmokers, and the distribution of smokers 
In the Auerbach and Garflnkel paper, I 
would say all the evidence was — points 
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to — excuse me, all the evidence was a 
strong strong association which may or may 
not be causative." 

You vent on to sayt 
"I want to amend that answer. I 
want to take out the word strong, it's an 
association, it points to an association 
which may or may not be causative." 

That was your testimony just a few 
hours ago, wasn't it, sir? 

A Yes, and I asked Mr. Sheffler to read 

the statement as it appeared with the amendation 
taken out. 

I misspoke, 1 didn't think it was a 
strong association, and the way 1 have the statement 
now, I believe there is an association, and I said 
with more evidence it may be causative. 

_ That^s—exactly what I-eald several- 

hours ago, in slightly different words. 

Q Several hours ago you testified that 

"the evidence we have today suggests it may or may 
not be causative." 

That was correct when you said it 
then, was it not, sir? 
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A Would you read that atatement to me 

again? 

Q I want to amend, I want to take out 

the word "strong," "it's an association, it points 
to an association which may or may not be 
causative." 

That's your testimony earlier today? 

A Yes, and that's what I am saying now 

too. 

Q That'8 what you are saying? 

A It may be with more data, it may not 

be if we don't get the data. 

But right now my testimony is that 
there is an association, it's based on I think 
evidence that's enough to make that statement. 

I cannot say with the same degree of 
certainty that I will say for other types of lung 
cancer, that it is related causatively to cigarette 
smoking, but the evidence certainly points to that. 

THE WITNESS! Can ve go off the record 

for a minute? 

(Discussion off the record.) 

Q Now, Mr. Garfinkel, just so I and the 

jury correctly understand the basis for your present 
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2 

opinion, you are not relying on any epidemiology 

3 

studies about lung cancer and BAC for your view -- 

4 

excuse me, about BAC and smoking for your views that 

5 

BAC is probably statistically associated in a 

6 

significant way to tobacco, are you? 

7 

A I didn't talk about it being in a 

8 

statistically significant way. 

9 

The epidemiological study includes the 

10 

Falk study and may -- and presumably includes the 

11 

two studies that Dr. Barsky referred to, which 

12 

showed an association between BAC and cigarette 

13 

smoking, and in addition, there is a study that I 

14 

did in which I tried to properly analyze the 

15 

concurrence rates of BAC in cigarette smokers and 

16 

nonsmokers. 

17 

As I pointed out with the charts to 

18 

remind the jury, there was about four times the risk 

19 

of developing BAC in cigarette smokers than there 

20 

was in nonsmokers. 

21 

Q Mr. Garfinkel, you testified earlier 

22 

about the thousands of studies that have been done. 

23 

case control studies. 

24 

Do you recall that testimony? 

25 

A Yes. 
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Q You also testified about the CPS I and 

CPS II studies, very large studies, cohort 
constituted studies. 

You recall that? 

A Yes, I do. 

Q 'ou testified there were upwards of 

maybe 30,000 papers, epidemiological studies, with 
respect to -- 

A These are all papers, pathological, 

epidemiological, clinical, so forth. 

Q But to your knowledge, there hasn't 

been.any published epidemiological study that has 
demonstrated a statistically significant association 
between BAC and current smoking, isn't that true? 

A I don't know if that's true or not. I 

haven't researched the literature carefully and I 
haven't read the two papers that Barsky referred to; 
he - said they showed that BAC is related to cigarette 
smoking. 

They may or may not be statistically 
significant, I would have to look at those papers. 

Q I would amend my question to say, sir, 

you haven't read and you haven't seen the data of 
any published epidemiological study that has 
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demonstrated a statistical significant association 
between 8AC and current smoking. 

Would you agree, sir? 

A 1 would say that the Falk paper, which 

shows a four to one relationship between people who 
smoke and cigarette smoking, has confidence limits, 
which gives you some idea whether this could occur 
by chance, which is very close to being susceptible 
to chance. 

It does not in itself follow the 
formal dictates of what would be a study where you 
could say with statistical certainty that it has 
statistical significance, but it's very close to it. 

Q But statistical significance of an 

association is an important part of a case control 
or epidemiological study, isn't it? 

A It's something that one should 

considerin determining and evaluating a case 
control and cohort study, yes. 

Q And you would agree, sir, that if an 

association is not statistically significant in a 
given study, the study does not prove that the 
exposure is associated with a disease? 

A If a study is statistically 
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significant, in and of itself it doesn't prove that 
there is an association between a factor and 
disease; you have to take a lot of evidence into 
consideration. 

Q And you took into evidence the report 

of Dr. Barsky, that referred to two studies you 
never looked at; you took into evidence the report 
of Dr. Falk, called epidemiological study of 
bronchioloalveolar carcinoma, that you just told us 
was not statistically significant, and you took into 
effect your reanalysis of a paper that you wrote 
back in 1991 -- that is not even an epidemiological 
study -- that's what you took into consideration to 
see whether there was an association here, isn't 
that true, doctor? 

A Based on all that evidence and the 

biological plausibility of the relationship, I still 
wouldsay — and I really mean this sincerely 
that i feel that there is a relationship between BAG 
and cigarette smoking. 

I need more cases to be able to say 
this with a definite certainty, but all the evidence 
points -- based on the data that you outlined, it 
points that there is a relationship. 
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Q And that'a all the evidence we have, 

that's all the evidence you have, isn't it? 

A That's all the evidence that is 

available to me right now, 

Q Now, do I understand correctly, sir, 

that if an association is not statistically 
significant, it cannot be used to prove that an 
exposure is a cause of the disease, because the 
exposure and disease relationship could be due to 
chance? 

A The theory is if you don't find a 

relationship that exists within the limits .that it 
might occur to chance, which depends on the number 
of cases in this study, the theory is that this 
cannot be accepted as a statistically significant 
difference* 

We use a standard of ninety-five 
percent probability that such a finding could not 
have occurred by chance, and if it exceeds those 
limits, we say it's probably a real finding. 

But there have been many studies in 
the literature, the studies have been proved to be 
statistically significant, and then further studies 
have shown that the finding is not real based on 
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studies of other populations, and the other way, 
too, there have been some studies which have shown 
that there is no statistically significant 
relationship, and then other studies done on 
different populations have shown that there is a 
statistically significant relationship. 

So you have to take all the studies 
into consideration, you have to look at other 
biological and clinical data that relates to the 
disease in question and to the exposure that's being 
investigated, and you reach an interpretation based 
on your experience'and all the data that's in the 
study. 

Q And, doctor, when you are looking at 

the study and interpreting it, one of the other 
things that you look for in judging whether the 
study is a good one to consider in terns of whether 
the association is real or not, in addition to 
whether it's statistically significant, another 
factor is whether there are a large number of cases 
and controls in the study, isn't that true? 

A That's true, but I would also amend — 

want the jury to understand that if you are looking 
at lung cancer in relation to smoking habits; that 
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is, nonsmokers and cigarette smokers, it's very, 
very difficult to amass a large group of people who 
never smoked who developed lung cancer, regardless 
of the histological type, and that includes BAC. 

Q You were able to amass a large number 

of people in the CPS 11 studies and CPS I studies 
and you were able to amass large numbers of people 
in case control studies, isn't that true, sir? 

A Yes, but X am talking about lung 

cancer in people who never smoked in their lives; 
it's a relatively rare phenomenon. 

Q Isn't it true, Mr. Garfinkel, that 

even if a study is statistically significant, if it 
involves few numbers of cases, you will have to 
question whether it can be relied upon for a causal 
inference, isn't that true? 

A I think you take statistical 

significance much more in consideration than many 
epidemiologists do. 

Q All right, well let's leave out 

statistical significance. 

If a study, a case control study or a 
cohort study, an epidemiology study, if it involves 
a few number of cases, you will question whether it 
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can be relied upon for a proof of a real 
association, isn't that true? 

A If I have a study which has a few 

number of cases but I have a 20 to 1 relationship, I 
would probably accept that data even though there 
are small numbers of cases in the study. 

Q On the other hand, if you had a study 

that had a smaller relative risk like 2.5 or 4, then 
you would have to look at the study more carefully, 
wouldn't you? 

A Well, if it was under 2, I would 

certainly think that there may be other factors that 
affect the relative risk that's something 1.5, 1.8. 

Q Doctor, isn't it true that you believe 

that for an association to be valid, it should be 
replicated in a number of studies? 

A That's true, the more replication you 

have, and allpointing in the same direction, the 
more reliance you would have in the study. 

Q That's another factor, doctor, that 

you look to in assessing whether or not an 
association that you observed is a real one or one 
that is due to chance or artifaction? 

A It's part of the total picture of how 
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you evaluate a group of studies. 

Q Nr. Garfinkel, you would also want to 

know in an epidemiology study that confounders were 
controlled for, isn't that right? 

A Most epidemiologists would agree with 

that statement. 

Q And confounders are factors that are 

suspected to increase the risk of the disease under 
investigation, isn't that right? 

A Or lower the risk of disease under 

investigation. 

Q And you would have.to control for 

confounders to make sure that the observed 
association that you see between an exposure and a 
disease in a given study wasn't due to other factors 
that were more prevalent in the -- 

A A good epidemiologist will take 

confounders into consideration in designing his 
study and control on them. 

There may be some confounders -- by 
confounders, we mean other factors, which may be 
related to the disease or to the exposure. 

Epidemiologists either eliminate such 
things in looking at a disease process; for example, 
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if you are looking at a study of smoking and lung 
cancer/ and you know that people who work close to 
asbestos also develop lung cancer, that would be a 



confounder, and you would eliminate them from your 
study in looking at the effect of smoking on lung 
cancer. 

So, that is an example of how to 
eliminate confounders. 

You also would probably make sure that 
there are an equal number of people of the same age 
groups and same sex groups in each of the groups you 
are looking at, and the people of those exposed and 
not exposed; you would -- might look at other things 
such as socioeconomic status which would be related 
to the incidence of the disease in question. 

Epidemiologists take that into 
consideration in the design of the study. 

It is very unlikelythat - any 
confounder which an epidemiologist failed to take 
into consideration or was unaware of can affect 
relationship, what we call relative risk, of let's 
say 15 to 1; that is, it occurs fifteen times more 
in cigarette smokers than nonsmokers. 

If there is some confounder present 
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which affects the result, either the smokers or 
nonsmokers, it may reduce the 15 to 1 to 12 to 1 and 
then there still would be a very large relationship. 

It is only when the relationships are 
very small, when the relative risk is very small, 
that you have to be particularly aware of the 
possible effect of confounders; they may not affect 
your result at all. 

Q But it's true, Mr. Garfinkel, it's 

true that you, as well as other epidemiologists, 
control for known confounders of the disease that 
you are investigating whenever possible, isn't that 
right? 

A You certainly do that in the design of 

the study or in the analysis of the study. 

Q Some factors, doctor, that have been 

associated with a risk for lung cancer, include, as 
you mentioned,socioeconomic status, occupational 
status, age, sex, but they also include dietary 
factors, don't they? 

A Some dietary factors have been 

associated with development of lung cancer, yes. 

Q And that includes diet that is low in 

leafy vegetables; it includes diets that are high in 
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saturated fat, isn't that right? 

A Yes, but you have to realize that some 

of these confounders are related to others. 

For example, if you are relating 
socioeconomic status, if you take into consideration 
socioeconomic status, that probably is also related 
to consumption of leafy vegetables or consumption of 
fat. 

These things are interrelated, so if 
you are taking care of one you are probably taking 
care of another, and there are statistical methods 
to look at these one at a time, to see if they are 
important. 

The important thing is whether or not 
the possible confounders are more prevalent in the 
group you are studying, smokers, let us say, as 
compared to the people who are nonsmokers. 

If they are equally distributed in 
both, then it won't affect the result of the 
relative risk you are going to get. 

If it's very much biased, then 
certainly it would affect, but good epidemiologists 
are aware of this and take this into consideration. 

Q And they do that bias, you said, one 
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way is to make sure that the control group is 
similar in demographics to the subjects under 
investigation? 

A You try to make them equal as best you 

can/ yes. 

Q And that's why in epidemiology studies 

you have control groups. That's one of the reasons, 
isn't it? 

A No, you have a control group because 

you are investigating the incidence in the suspected 
group -- incidence of disease in a suspected group 
versus a group that.doesn't have that disease. 

Q But you would agree, doctor, that with 

a control group, one of the things you can do is 
control for confounding factors? 

A I wouldn't state it that way. 

When you are comparing the incidence 
ofdieeaee in one group versus a control group, you 
control for confounding factors to the best way you 
can. 

Q Now, there is another factor that you 

would address if you were assessing a study, to see 
if the association that has been demonstrated 
between a disease and an exposure is a valid one and 


RAYVID REPORTING SERVICE, INC. - (212) 267-3877 


httpV/legacy.library.ucsf.edB^linldagitfflTlasDgy^gfflliv.industrydocuments.ucsf.edu/docs/klxIOOOl 






LAWRENCE GARFINKEL 


78 


a real one, that would be bias, isn't that correct? 

A That's right; there are different 

types of bias. 

Q Different types of bias. One example 

of bias that would produce a spurious association or 
one that's not valid would be if the population was 
in some way selected inappropriately, isn't that 
correct? 

A That's right. 

Q And if the population selected isn't 

fairly representative of the population at large, 
then the results of the study may be biased, isn't 
that right? 

A It's not necessarily true. You can 

select a group which is let's say higher 
socioeconomically and look at cigarette smoking in 
the -- look at the cigarette smokers versus 
nonsmokers in relation to lung cancer and not 
include any of the lower socioeconomic groups in 
that study, and still get a relationship that would 
be valid. 

It doesn't mean that if you excluded a 
group that what you have in one group will not hold 
in the other group. 
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I think the burden of proof lies in 
the fact that you have to prove that the lower 
socioeconomic group is different in some way than 
the upper socioeconomic group. 

Q But, doctor, when you're evaluating 

studies, don't you want to see studies that do 
control and do eliminate bias and self-selection and 
misclassification? 

A There is always an ideal situation. 

If you have all the available information, it would 
be very nice, not that you think it may be biased, 
but to control on it. 

I pointed out in my deposition before 
that there are a number of instances where a disease 
process was investigated by five different 
investigators who showed the overall relative risk 
and then the relative risk adjusted for the major 
demographic and other factors, and the result came 
out the same, because these demographic factors were 
equally associated with the two groups that you were 
looking at. 

Bias can occur when you are unaware or 
select the wrong control group. It may be that if 
you are selecting, in a hospital, the cases of 
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2 

disease and those without, if you are selecting by 


3 

chance, some of the people in the control group who 


4 

have — who have a disease that's also related to 


5 

what you are looking for, then there could be a bias 


6 

that occurs. 


7 

So you have to be very careful in 


8 

making your analysis and selecting the subjects in 


9 

your study. 


10 

Q Another thing, doctor, another factor 


11 

that will give you some assurance as to the results 


12 

that you are looking at, the factor that you would 


13 

review in an epidemiology study to see if an 


14 

association between a disease and an exposure was a 


15 

valid one, would be the existence or nonexistence of 


16 

dose response, isn't that true? 


17 

A If you find a dose response 


18 

relationship, it adds to the validity of the overall 


19 

— finding. 


20 

By dose response we mean that there is 


21 

a higher relative risk in people who have low 


22 

exposure, a higher one in middle exposure and the 


23 

highest in those who have the heaviest exposure. 


24 

But in itself, the lack of a dose 


25 

response does not negate the fact that there may be 
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2 an association present, which even may be causative. 

3 Q But isn't it true, doctor, that if the 


only studies existing of an exposure and a disease 


5 end point, if those studies do not show a dose 

6 response relationship, that would lead you to 


7 question the reliability of the association, would 

8 it not? 

9 A As I said before, in evaluating the 

10 studies relating to a particular exposure, you have 

11 to take all the studies into consideration; you have 

12 to take into consideration how well they are done, 

13 including whether or not there is a dose response. 

14 You have to tell what the biases were; 

15 whether or not they were eliminated; you have to 

16 know whether there is biological plausibility. 

17 You take all these into consideration 

18 in making your determination. 

19 Q Let's talk a minute about biological 

20 plausibility, doctor. 

21 Biological plausibility means that the 

22 study makes sense with what we know about the 

23 disease, isn't that true? 

24 A It means that the mechanism for the 

25 cause of disease makes sense. 
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2 You don't really know what is causing 

3 the disease, you don't know what the action of the 


exposure is on the cells itself, but it stakes sense 


5 that the exposure can reach the area of the body 

6 where such things occur. 


7 For example, in bronchioloalveolar 

8 carcinoma, which occurs in the periphery or the 

9 outside of the lung, we know that smoke and all its 

10 ingredients go through the bronchus and out into the 

11 major spongy part of the lung and it could cause 

12 BAC, which occurs in that area of the lung. 

13 It makes sense that it can be affected 

14 in that way, and we have other evidence, studies 

15 have shown that cigarette smoking is related to 

16 emphysema and fibrosis of the lung, which is in the 

17 outer portions of the lung rather than in the major 

18 bronchi. 

19 “ Q Mr. Garfinkel,in co-authoring your 

20 papers with Dr. Auerbach, you became aware of Dr. 

21 Auerbach's views on the pathogenesis or the 

22 physiological changes that occur in environmental 

23 exposures to carcinogens that he believes relate to 

24 the development of cancer? 

25 A Yes. I am not a pathologist, but we 
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have talked about this, yes. 

Q And, Dr. Auerbach has a theory that 

there are physiological changes that occur as a 
result of insult from environmental stimuli/ right? 

A That is correct. 

Q According to this theory/ there are 

certain cells identified as basal cells in the lung, 
which because of environmental stimulus become what 
is called hyperplastic/ or they become involved in 
more and more divisions/ and these basal cells 
become layered on top of each other, is that right? 

A That's right, and it goes on to an 

increase in the basal cells later on in the 
process — it's his theory -- that the columnar 
cells, which are above these basal cells, become 
flattened, they lose the cilia, the little hairs 
that take away impurities of the lung, and 
eventually the nucleus of the cells start to change 
and become what we have called in our studies 
atypical cells, and when an area is filled with 
atypical cells that are five, six, seven rows deep 
he calls it carcinoma in situ. 

These areas of the lung in most 
respects resemble what happens when there is cancer 
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that is growing in the lung, and it's when these 
cells break through the basement membrane, the 
fibrous tissue under the epithelial lining, that 
cancer occurs. 

Q It's Dr. Auerbach 4 s theory that for 

central cancers in the lung, bronchiogenic cancers, 
cancers that occur in the air tubes, the main 
airways, it's his theory that these cancers develop 
in this process, isn't it? 

A These cancers develop in what? 

Q The bronchiogenic cancers develop 

through this process of basal cell hyperplasia? 

A There is a whole spectrum of findings 

which are highly associated with the number of 
cigarettes a person smoked during his life time. 

Q And these findings, according to Dr. 

Auerbach, are associated in his mind with the 
development of lung cancer that he attributes to 
cigarette smoking, isn't that true? 

A Right, this is his theory about the 

process, which we really can't follow — we can't 
follow it in life because we can only conjecture 
what happens when we look at a series of autopsies 
in people at different ages and different smoking 
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habits. 

Q That's why it's a theory? 

A Yes. 

Q And according to this theory -- and 

this is a theory that you adopt as well as Dr. 
Auerbach -- according to this theory, it's the cells 
in the bronchial lines, the cells in the air tubes 
that have the basal cells, that undergo these 
changes, isn't that right? 

A That's true. 

Q Now, in the periphery of the lung, in 

the periphery of the lung -- 

A By periphery, you mean the outside of 

the lung. 

Q In the areas where BAC develops, now 

they call it BAC, because it develops in the little 
bronchiolos and the alveolar sacs which are at the 
very ends of the lung, isn't that right? 

A It's not the very ends of the lung. 

There is an area where I think -- I am not quite 
sure of the morphological features, but you can 
define where the bronchiole ends — where the 
bronchus ends and the bronchiolos begin, so they 
start right where the bronchus ends and I think 
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there la cartilage that separates then/ but I'm not 
quite sure. 

But histologically they look the same 
except they are much smaller and they feed out to 
the outer portions of the lung. 

Q Nov, doctor, I understand you are not 

a physiologist and I am not trying to make you into 
a pathologist, a physiologist, but isn't it true 
that Dr. Auerbach has theorized that peripheral 
cancers of the lung that show no bronchial 
involvement, i.e., no involvement vith the bronchus, 
probably have a different cause than bronchiogenic 
carcinomas that are arising in the bronchus? 

Isn't that his theory? 

A He may have said that and it may be a 

theory. I don't know if I would agree with it, 
based on the evidence that we have accumulated. 

Q You don't know if you agree with Dr. 

Auerbach on that theory? 

A I don't know what the genesis of 

cancer in the small bronchiolos and alveolar spaces 
is, and I don't think Dr. Auerbach really knows; he 
can hypothesize about it, but he doesn't know for 
certain. 
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Q You have never heard Dr. Auerbach 

express a theory of the pathogenesis of cancer in 
those little bronchiolos? 

A It would be a theory; it's not based 

on any data that he would have/ so I don't know. 

Q You have never heard him express that 

theory/ though/ have you? 

A I don't recall hearing him say that, 

anything about that. 

Q So the biological plausibility/ i.e./ 

the mechanism for disease that makes sense/ that 
mechanism/ that theory as it applies to smoking/ the 
theory that you ascribe to and Dr. Auerbach ascribes 
to/ pertains to bronchiogenic carcinomas? 

A The data that we talked about in some 

of the other papers refers to bronchiogenic 
carcinoma/ because that's the only thing we were 

lookingat. — - 

It's also true that the bronchiole is 
a continuation of the bronchus and has the same 
features as the bronchus. 

It also goes into the alveolar spaces/ 
smoke goes out to there and it could very well be -- 
based on the studies we have done/ it could very 
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well be that a type of cancer occurs in the outer 
perimeters of the lung — periphery of the lung, 
which is caused by the smoking. 

Q Doctor — 

A After all, we also get squamous cells 

out in the periphery of the lung, we get small cells 
out in the periphery of the lung, and if the genesis 
of those are the same as they are in the 
bronchiolos, then the same thing happens out in the 
periphery of the lung. 

Q Doctor, I'm sorry if I interrupted you 

a moment ago -- Nr. Garfinkel. I guess I am used to 
deposing PhD's and doctors more. 

Mr. Garfinkel, isn't it true that the 
cells that -- at least Dr. Auerbach's beliefs gives 
rise to this pathogenesis of cancer — those cells 
are basal cells and those cells are different than 
the cells in the alveolar and bronchiolos, isn't 
that true? 

A There are still basal cells in the 

bronchiolos that reach out to the periphery of the 
lung. 

The alveolar spaces are different, 
they are the spaces where air is being held. 
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Q Do you know what cells give rise to 

cancer in the alveolar spaces? 

A I don't think we know what cells give 

rise to cancer in the bronchus or in the alveolar 
or in the bronchiolos. 

Q Isn't it Dr. Auerbach's theory that 

the cancer that gives rise -- excuse me, the cells 
that give rise to cancer in the bronchi — 

A That's his theory. 

Q His theory they are basal cells? 

A He doesn't know definitely, it's a 

theory based on the studies they have done. 

Q Now, I would like to take a minute and 

look at your reanalysis, doctor, that was -- the 
basic information that you looked to in coming to 
your opinion that there was an association or at 
least evidence pointing to an association between 
BAC and smoking. 

First of all, one of the points that 
we said that you would look to in evaluating an 
epidemiological study is is there statistical 
significance — and I understand that you have 
recognized that the statistical significance is 
important — but you haven't any way of knowing 
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whether your study is statistically significant 
because you haven't done the actual math to figure 
it out/ have you? 

A I haven't actually done the 

statistical test to figure it out. 

Q So ve don't know if it's statistically 

significant or not? 

A I would say this/ 1 have looked at the 

numbers of BAC in the never smoked and the numbers 
of BAC in the current smokers, and the 
relationship -- and these numbers are larger than 
those.shown in Falk's study for never smoked and -- 
cigarettes/ and ever smoked, with about the same 
relative risk, about 4 to 1> their study is barely 
not statistical significance and, therefore, I 
assume with 42 cases instead of 21 cases, double the 
amount, that this is statistically significant, that 
the lower limit is more than one, which 
constitutes -- 

Q But you don't know that? 

A I don't know that until I do it, but I 

am pretty sure based on looking at the two sets of 
data. 

Q Right. Nov, you haven't done it, so 
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Q How many lung cancer cases? 

A I can't recall the number offhand. 

In six years there was probably 80,000 
deaths and certainly there were thousands of lung 
cancer cases. 


Q Doctor, this Is a study that you have 

done -- this analysis we keep calling a study; 
technically speaking, this is not an epidemiology 



study. Is It? 

A It's not technically an 

epidemiological study, no. 

Q It's not a controlled study, is it, 

doctor? 

There is not a control group that you 


are -- 


A The control group is the never smoked 

in this context. 


Q But you haven't conducted a study, 

doctor, where you have identified a population of 
cases and then matched them with controls, as you 
would do in a normal — 


A That would be a case control study. 

Q Tou haven't done that, have you? 

A This is not a case control study, this 
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is a pathological study aimed at determining the 
increase in bronchioloalveolar carcinoma over a 
period of time. 

Q And you haven't looked at this as a 

cohort study would/ by following a group of people 
over time to see what the disease incidence was? 

A NO/ nor do case control studies follow 

a pattern like cohort studies. 

Q Those are the two types of 

epidemiology studies/ aren't they, case control and 
cohort studies? 

A Those are the two most common- types of 

studies. 

What I did in this, case having the 
data available to try to make an estimate, which I 
think was more proper than just showing the 
percentage in each of these groups, is do an 
analysis of the rates, the presumable rates that 
occur in these groups, and reach some sort of 
conclusion based on that. 

Q Doctor, it's also correct, is it not, 

that you did not see a dose response demonstrated by 
the data you have looked at on smoking and BAC? 

A If you are looking at -- if you are 
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talking about this study, I did not break these 
down, the 37 cases, down by the current amount of 
smoking. 

The numbers get very small in the Falk 
study. The other one I referred to, based again on 
very small numbers, those people who smoked 1.5 
packs or more a day had a relative risk of 10 to 1. 

Q Of course, that was total, a total of 

7 cases, isn't that true? 

A Seven cases, but if you are talking 

about statistical significance, the lower limit was 
1.8, which makes this statistically significant. 

Q Okay, doctor, let's look at this 

study. You have Table 3 there in front of you, this 
is the Falk study. 

A Do you see the point where it says 

that for those who smoked 1.5 cigarettes or more a 
day the relative risk is 10 to 1 and that there is a 
dose response? 

Q I would like to look down here, 

doctor, where it says, "Never stopped smoking, 
people who are current smokers up until the time of 
their terminal illness." 

Okay? 
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A Right. 

Q Now, I know you don't know anything 

about Nr. Arabia or his case, but the allegation is 
in this case that Nr. Arabie smoked up until the 
time of his terminal illness. 

A Sure. 

Q Now, he would be in the group never 

stopped smoking, and if that is reflective of the 
Louisiana BAG tobacco association or lack thereof, 
the relative risks, lower bound includes .57 

A I would point out that the upper bound 

is 13.3, so it could just as well, instead of being 
2.5 to 1, it could be 6 to 1. 

Q Or it could be — 

A Or it could be 0.6. 

Q It could be 0.6, it could be entirely 

explained by chance? 

A What I am saying is you can't really 

take the 2.5 relative risk shown in this study as 
gospel, it could be a range of factors. 

Q And it could just as easily be .5 as 

it could be 13? 

A No, it can — no, it could just as 

well be .05 as 13, but the chances are more likely 
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it is somewhere close to 2.5. 

Q But since it includes -- it goes below 

the relative risk of 1, since the lower bound of the 
confidence interval goes below the relative risk of 
1, this study of current smokers and their 
association with BAC is explained — can be 
explained by chance, isn't that true? 

A By the same token, those who smoke one 

and a half percent, if you are so enamored with 
confidence limits, is 10 times the risk -- the 
Plaintiff in this case is a heavy smoker and 
therefore, the risk is somewhere in the neighborhood 
of 1.8 to 37.1, somewhere in that area. 

Q Well, that's if you don't look at the 

fact that never stopped smokers have a relative risk 
of 2.5, which includes .5? 

A You look at both these things. You 

just can't look at this and ignore - the other one. 

Q How about looking at former smokers 

for a second, if you would, sir? 

A Right. 

Q Isn't it true that if you look at 

people who have quit for ten or more years, they 
have a much higher rate of carcinoma than people who 

RAYVID REPORTING SERVICE, INC. - (212) 267-3877 

ucsf.edBi^liddsgitffl!|^O^WBl^v.industrydocuments.ucsf.edu/docs/klxl0001 _ 




LAWRENCE 6ARFINKEL 


97 


never stopped quitting? 

A You got that wrong, people who stopped 

smoking have a lover rate. 

Q People who have never stopped smoking 

have a much lower rate; in other words, current 
smokers have a much lover rate for BAC, according to 
this chart, than people who have quit for ten or 
more years? 

A I would point out again, if you are so 

enamored with statistical significance, that the 
former smokers have a statistically significant 
relative risk. 

Q As opposed to the ones who never 

stopped smoking? 

A Ones who never stopped smoking do 

have -- we are dealing with relatively small numbers 
here and X look at the overall pattern, not any one 
subgroup. 

You are picking up one subgroup; I can 
pick out another subgroup and show that the risk 
seems to exist. 

Q The problem is, doctor, that we are 

dealing with such small numbers that it's very, very 
difficult to make any conclusions with respect to a 
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paper like this or a study like this, with such few, 
few cases? 

A If this was the only thing, only paper 

that existed on this subject, I would have much less 
reliability in the statement I made, than this 
combined with the other factors I spoke about. 

Q Let's get back to your paper for a 

second. 

The data from your analysis came 
basically from an autopsy study, isn't that right? 

A Yes, it was autopsy cases. 

Q These autopsies were all from, lung 

cancer patients in -- primarily in a New Jersey V.A. 
Hospital? 

A V.A. Hospital. 

Q Some of the cancers came from a prior 

series that you had published on with Dr. Auerbach 
back in 1979? 

A Presumably, because the years in which 

we collected these also included some of the years 
that were in a much larger study that I we had done 
some years before that. 

Q But not all of the cancers from that 

» 

much larger study were included in this analysis. 
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were they? 

A The data seems to Indicate there were 

many more cases in the previous study than there 
were in this study. 

Q And you don't know who selected out 

those cases that were analyzed/ the 505 that were 
analyzed in this study, right? 

A My information is that all of the 

slides for lung cancer cases in the pathology 
department that were available for analysis were 
selected. 

They were less than were available for 
the other study, and why some were still available 
for selection and others weren't, I have no idea. 

I don't think there was any deliberate 
attempt to select more BAC cases or more smokers or 
more nonsmokers or whatever. 

1 would” very much doubt if that was 
the reason, because when you go to the pathology lab 
to select the. cases in these studies, they are just 
labeled with a number, they don't have any other 
identification. 

Q But you don't know what the criteria 

was for saving some autopsies and not saving others? 
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A I don't know if it's a matter of 

saving or not. It's just what was available ten or 
fifteen years after the other study was done. 

Q So if I understand correctly, doctor, 

you don't know why it was that there were fewer 
cases for analysis in your later study than in your 
earlier study? 

A The question is if there is fewer 

cases, could this have created a bias? 

Q That is the question. 

A Ky answer is no, I don't think it 

could have created a bias. 

Just like all the cases that we 
include in the scar cancer study in the previous 
study is not a representation of all the cases that 
ever occurred in this V.A. Hospital or others. 

They were selected — they were chosen 
for analysis for this study on a basis that could 
not possibly have included any selective biasing 
factors that we knew of. 

MR. GERBERi I have to change tapes. 

(At this point in the proceedings 
the videotape was changed, after which the 

RAYVID REPORTING SERVICE, INC. - (212) 267-3877 

ucsf.edBiilialdsgitfflT|^D)(pd^v.industrydocuments.ucsf.edu/docs/klxl0001 







LAWRENCE GARFINKEL 


101 


deposition continued as followst) 

Q Doctor/ getting back to the population 

that you looked at in the 1991 study/ one of the 
things that you and Dr. Auerbach did was look to see 
whether or not there was an increasing percentage of 
BAC in the total number of lung cancers? 

A Right. 

Q You fpund that, in fact, there was an 

increased percentage? 

A An increased percentage over a period 

of time. 

Q If you compared that increased 

percentage in your study with the percentage of BACs 

in the lung cancers in the Falk study, your study 

had a 7 to 8 tinea higher rate of BACs than the Falk 

\ . 

study, isn't that right? 

A That's true. 

Q If you look at the SEER data -- and by 

the way, what is the SEER data? 

A SEER Program is a program at the 

National Cancer Institute and it's a — it's an 
acronym that stands for surveillance epidemiology 
and end results, and it collects data from places, 
which comprise about ten percent of the population 
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of the country, and in those areas collects all of 
the cancer cases that are reported. 

Q It's one of the best resources we have 

for lung cancer cases and incidences nationwide, 
isn't it? 

A It's one of the best sources we have 

for recording incidence of lung cancer, because it's 
a population based registry. 

Q Isn't it true, doctor, that the 

population based registry of the adversary study 
reported a BAC percentage of overall lung cancers 
that was much, much closer to that in the Louisiana 
study than it was to your study? 

A That is true, and it's very different 

from the percentages reported by Dr. Barsky and Dr. 
Auerbach, both of which were virtually the same; Dr. 
Barsky's series comes from Los Angeles. 

Q So we have a study in New Jersey, 

around Newark, New Jersey, which has a very, very 
high percentage of BACs of all lung cancers when 
compared to the national data, and we have a study 
in Los Angeles that results in a very high incidence 
of BAC as a percentage of overall lung cancers, 
right? 
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A That's right. 

Q And the Louisiana study reveals a 

percentage of BACs of total lung cancer that is much 
more in line with the national SEER data? 

A Yes, it is. 

Q Now, the fact is. Nr. Garfinkel, the 

fact is that in your paper that you and Dr. Auerbach 
wrote, you both mention that the findings that you 
had for BAC were much higher than any other findings 
you were aware of, isn't that true? 

A That's true. 

Q And you don't know the reason for that 

increased finding in your study population, do you? 

A I can't say what the reason would be, 

1 can only speculate, and I don't know if you want 
me to speculate about it. 

Q Let me ask you this, doctor, as an 

epidemiologist, seeing this finding and seeing the 
distinguishment — the distinction between this 
finding and the other studies in the SEER data, 
whatever, would you not suspect that a possible 
reason for the much higher prevalence of BACs in the 
lung cancers that you and Dr. Auerbach looked at as 
opposed to the cancers across the country, is 
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misclassification bias? 

A It's probably misclassification bias 

in the doctors in Louisiana, I would think, and in 
the doctors in the rest of the country who report to 
SEER, because traditionally bronchioloalveolar 
carcinomas was classified as adenocarcinoma, and 
probably -- if you look at the data, there are 
probably more adenocarcinomas reported in that study 
than there were in either Barsky's study or 
Auerbach's study. 

Q So, doctor, you think that it is 

possible that if you were to investigate the reasons 
for your increased BAC percentages of overall lung 
cancers, one of the things you would have to look at 
and analyze was misclassification bias? 

A As 1 mentioned before, it probably 

would be worthwhile to look at the adenocarcinomas 
in the Louisiana study and a sample of the 
adenocarcinomas collected by the SEER Program by an 
independent pathologist who has had a lot of 
experience in classifying BAC, and see what 
proportion is estimated to be misclassified. 

Q And you have no way of knowing what 

the results of such a study would show, because it 
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2 hasn't been done, has it? 

3 A It hasn't been done, and I can only 

4 speculate this may be one of the reasons for the 

5 discrepancy. 

6 Q By the way, the epidemiology of 

7 bronchioloalveolar carcinoma that ye have been 

8 referring to as the Louisiana study has as it's 

9 authors a Dr. Peleo Correa? 

10 Q Is Dr. Correa an epidemiologist? 

11 A Dr. Correa is a pathologist and an 

12 epidemiologist. 

13 Q And he is a pathologist of some 

14 reputation in the community? 

15 A Yes, he is. 

16 Q And he was one of the authors on this 

17 study, was he not? 

18 A I have no idea how many of these cases 

19 he lookedat, or if he looked at any. 

20 Q The study does say that all of the 

21 cases that were identified in the hospital as having 

22 BAC or being diagnosed with BAC, all of those cases 

23 were confirmed by an independent diagnostic review, 

24 doesn't it? 

25 A It says that and there may one of the 
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other pathologists/ and it doesn't answer the 
question I pose about a possible discrepancy. 

They may have only picked out those 
cases from the files of the autopsy room which were 
diagnosed as BAC and then looked at it to confirm 
them. 

I don't know how they did the study, 
so they didn't -- 

Q There may have been selection bias is 

what you are saying? 

A I am not saying selection bias, I am 

saying they didn't look at the cases which were 
diagnosed as adenocarcinoma in order to do the type 
of study, which I had suggested may be one of the 
reasons why the discrepancy exists. 

Q And, of course, you don't know that 

because you haven't seen that in the study? 

A i don't know andI don't know if they 

reported in the paper what they did. 

Q Doctor, another issue in your study — 

besides looking at the rates of incurrence of lung 
cancer in the population, another issue that you had 
looked at, sir, was the issue of the prevalence of 
smoking in the population, right? 
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A Right. 

Q Both of those things are important; 

you had to assume that the rates of occurrence in 
the population that you studied was similar as the 
rates of occurrence in the population at large, 
correct? 

A Well, one assumption that I started 

with is — used, that in the population that we 
accumulated in the cancer prevention study, the 
study of 1.2 million people across the country, and 
looked at the smoking distribution of those people 
in 1982. 

Q So the answer to my question is it is 

correct, that you have to look carefully at the rate 
of occurrence to make sure that it is reflective of 
the national or the population at large for the 
group from which these autopsies were derived? 

aT~”~ Right. 

Q In other words, if the prevalence of 

smoking in the population that was serviced by this 
V.A. Hospital in New Jersey was different than the 
prevalence rates that you used, it may have an 
impact on the study's results, isn't that true? 

A Right, I showed in these graphs that 
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2 if you take what is the closest ve can know to the 

3 general population, you get a higher risk factor, 

4 and to be cautious, I assumed that everybody who 

5 cones -- who is in the population that was serviced 

6 by Dr. Auerbach's study, that comprise the 505 lung 

7 cancer cases, came from a low income population, 

8 which has a higher smoking percentage than the 

9 population in general. 

10 This had the effect of reducing the 
9 

11 relative risk from 8 to 1 to 4 to 1; it still was a 

12 high relative risk. 

13 Q If the prevalence rate of smoking was 

14 higher than the second one that you used, if the 

15 prevalence rate of smoking for the population that 

16 was serviced by that hospital was higher than the 

17 one you used, if you had used the correct prevalence 

18 rate, your relative risk would be lower yet? 

19 A And it might be as low as 2.5 under 

20 very extreme conditions, which are probably not 

21 true. 

22 Q And that would change, of course, 

23 doctor, the relative risks for all of the data 

24 points that you have in your study, and it would 

25 also change whatever significance or 
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non-significance there might be to the results, 
right? 

A If you use extreme distributions of 

smoking, which I think is highly unlikely. 

It's also possible that classifying 
everybody who goes into a V.A. Hospital as being at 
the lowest socioeconomic group may not be true. 

It may be that the real relative risk, 
if we knew the true distribution of smoking in the 
base population, it might raise it from 4 to 5 to 6 
to 1. 

Q That's the point, isn't it, doctor, we 

don't know what the base population relative risk — 
we don't know what the base population prevalence of 
smoking rates were, we have to assume those? 

A We don't know. 

Q Because this is not an epidemiology 

study where that's one of the factors that would be 
measured? 

A That's one of the things that may be 

measured, but even in an epidemiologic study you 
take a population and get the distribution of 
smoking in it, and it might not be real relative to 
the general population. 
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It's only « even with 1.2 million 
people, it's not a sample of the entire population. 

Q So if I understand what you are 

saying, Mr. Garfinkel, you don't know whether -- the 
505 subjects that comprise the autopsy study that 
you relied upon for your data in this case, you 
don't know that those 505 subjects' prevalence of 
smoking rates were reflective of the community in 
which they were drawn, do you? 

A I don't know it exactly, but I do know 

that I made reasonable assumptions, and even under 
extreme assumptions, the relative risk of the 
cigarette smokers is higher than in never smoked. 

Q The relative risk is, as you said, 

dependent upon the prevalence of smoking rates, and 
you used the smoking rate from the Cancer Prevention 
Study Number I — or II, excuse me, for your 
prevalence rates? 

A And that results in a relative rate of 

8 to 1, which may be true, but to be cautious I used 
a different population, which I think is extreme, 
and I think the true distribution lies somewhere 
between the two. 

Q But the CPS II study, Mr. Garfinkel, 
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was basically comprised of white middle class or 
upper middle class males and females? 

A It was a higher income class than the 

lower socioeconomic class reported in the Surgeon 
General's report. 

Q Tou said in the letter to Mr. Covert 

that, "We know that the persons who came to the VA 
and the other hospitals included in our study were 
of a lower socioeconomic status than the average in 
the cancer prevention study"? 

A That's true, and that's why I used a 

population -- 

Q And, in fact, the people in the 

population in Orange, New Jersey that would go to 
the V.A. Hospital, there were more likely blue 
collar workers than they were white collar middle 
class workers? 

A It's more likely, but there are still 

some of the white collar workers that go there; we 
don't have only people in the V.A. Hospital who are 
in the lowest socioeconomic case. 

Remember, the VA caters to veterans; 
anybody who classifies as a veteran is entitled to 
go there. 
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Q You looked at the tables from the 1989 

Surgeon General's report for your prevalence data 
here. Isn't that right? 

A I chose the column that was the lowest 

socioeconomic group -- I'm sorry, lowest educational 
group. 

Q Right, you chose the group that was 

lowest educational group, not the lowest 
socioeconomic group. 

You made an assumption that the lowest 
educational group would give you? 

A It would generally be more correlated, 

certainly. 

Q Certainly generally more correlated, 

but, again, as you said, that may or may not be 
reflective of the population serviced by the V.A. 
Hospital, isn't that right? 

A I testified before that I didn't know 

the population and I did the best I could. 

Q Well, Mr. Garfinkel, isn't it true 

that the table that you used from the 1989 Surgeon 
General's report — and let me show it to you, if I 
could, sir -- the table you used, you derived 35.7 
as a prevalence rate, isn't that right? 
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2 A Yes, but there is another table that 

3 shows this by smoking habits. 

4 Q I think this shows it by smoking 

5 habits. If you read the title, that's the table you 

6 cited here in your report, Table 3. 

7 A This is just an overall percentage of 

8 people who smoke. 

9 As you can see, people with less than 

10 a high school graduate are more likely to be smokers 

11 than the others, and I inferred the ex-smokers from 

12 some other information. 

13 Q And there is another table fo-r the 

14 ex-smokers, but for the current smokers you used 

15 35.7, i8 that right; I don't have the table? 

16 A Right. 

17 Q Do you have your report in front of 

18 you, sir? 

19 A Yes, that's where I got it from. 

20 Q So you got the number for your report 

21 that you think is more reflective of what the 

22 population that serviced — that the hospital in 

23 Newark serviced was more reflective of a blue color 

24 worker type, and this would be generally correlated 

25 with less than high school graduates, right? 
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A Right. 

Q Now, of course, again, if the number 

was not 35.7, but if the number was some higher 
number, then your relative risk would even be lower? 
A Right. 

Q Now, if I am reading this table 

correctly, Mr. Garfinkel it's broken down in various 
ways. 

Sex is broken down in earlier tables. 
When we get over here to educational level, the less 
than high school graduate includes both males and 
females, isn't that- right? 

A It probably does, yes. 

Q We know, sir, that in the time period 

that your study took place, certainly, 1973 to '85 
was the majority of the cases, but it included 
periods before that and some periods after that. 

During that time period, women's 
prevalence of smoking was much less? 

A It was less, and the difference would 

be higher -- it would follow this type of pattern 
for women than for men, and you have to also realize 
that two-thirds of all the people who are included 
in this figure are men, so the figure would probably 
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be somewhat higher. 

I didn't have the female figure to 
subtract from this, so it would be a little bit 
higher. 

Q Hr. Garfinkel, what I have done is I 

have looked at another Surgeon General's report, and 
this one is dated 1985, and it's called "The Health 
Consequences of Smoking, Cancer and Chronic Lung 
Disease In The workplace." 

A Yes. 

Q It has a table number 11. I would 

like to show that to you. 

If I can come around there. Nr. 
Garfinkel, you see the table is called "Estimates of 
Percentage of Current Smokers By Sex and 
Occupation." 

I also point out this is many, many 
yearB ago and smoking has gone down even in the blue 
collar domain. 

Q Nany years ago is 1970 and 1980? 

A Right* 

Q And your study, as I understand it — 

A This last figure was taken in 1987. 

Q 1987, as I understand it, was one of 
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2 

the years In your study? 

3 

A Yes, that was included in the last 

4 

year particularly. 

5 

Q The last year of the study? 

6 

A Last few years. 

7 

Q But it also included years much before 

8 

that, did it not? 

9 

A Yes, there were many people before 

10 

that, sure. 

11 

Q In fact, it had a breakdown of cancers 

12 

that started in 1966? 

13 

A I could tell you from our studies I 

14 

had done in the V.A. Hospital, not everybody is a 

15 

blue collar worker who comes to a V.A. Hospital for 

16 

treatment, or comes there to die, so you can't 

17 

assume the whole thing. 

18 

Q You can't assume that this 47.1 is 

19 

reflective of the population at large? 

20 

A In order to enhance your knowledge 

21 

about this, I did make another estimate of this, 

22 

which I think is pretty extreme, in which I made the 

23 

current cigarettes more than forty percent, and I 

24 

still got a relative risk of 2.5 to 1. 

25 

Q 2.5 to 1? 
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2 

A Yes. 


3 

Q That's a much lover risk than you are 


4 

reporting here today? 


5 

A But who knows if that estimate is 


6 

right. 


7 

I think that's extremely extreme. 


8 

Q But that's the point, isn't it, 


9 

doctor? We don't know what the right estimate is 


10 

because we don't know the prevalence rates of 


11 

smoking in the community, we don't know if it was 


12 

controlled, if it wasn't controlled for confounders, 


13 

we haven't eliminated — 


14 

A What kind of confounders are you 


15 

talking about, diet and alcohol consumption, things 


16 

of that sort? 


17 

Q I am talking about the confounders 


18 

that you would use if you were doing a well 


19 

conducted -- 


20 

A How can you talk about confounders 


21 

when you are talking about 5 cases and 37 cases? 


22 

It's nonsense. 


23 

Q Nr. Garfinkel, that's the problem -- 


24 

A All I am doing here -- I am not trying 


25 

to get precise, I am trying to make what I think is 



RAYVID REPORTING SERVICE, INC. - (212) 267-3877 

http://legacyJibrary.ucsf.eCB^tinl6agitffl!{a£t0 f ^rol^v.industrydocuments.ucsf.edu/docs/klxl0001 



LAWRENCE GARFINKEL 


118 


reasonable estimates, and I think they are 
reasonably correct. 

Q Nr. Garfinkel, the problem with the 

study is you have too few numbers, so you can't do 
the controls; you can't do the elimination of bias; 
you can't predict from a very small study the 
necessary things to get the answers that you want to 
seek, isn't that right? 

A If you are looking at a five to one, 

four to one, six to one relationship with smoking, 
and you are comparing that to the possible effect of 
the biases you are talking about, it's nonsense that 
that could affect it to that great a degree. 

Q Mr. Garfinkel isn't it true that if 

you used the 47.1? 

A I wouldn't use the 47.1 because it is 

based on data taken twenty years ago, and we know 
that cigarette smoking has gone down considerably 
even in blue collar workers. 

Q You don't know what proportion of your 

study was comprised of people who smoked 
predominantly during the period 1970 to 1980, you 
don't know what proportion of your study? 

A The one portion that we say is that 
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most of the cases were taken between '73 and *85; 
something like that. 

Q Most of the cases were taken between 

'73 and '85? 

A Something like that. 

Q So a study, a table that has a current 

rate of -- '78 to '80, don't you think that would be 
applicable; I am showing you '78 to '80 -- 1978 to 
'80. 

It says 1978 to '80, does it not? 

A Yes, but look how it's gone down from 

55 to 47. 

Look, all we can do is make estimates. 
You may consider it unreasonable, I think roost 
epidemiologists would consider what I have done 
reasonable. 

Q Now, let me just review what we did 

here with this prevalence data that you assumed. 

You took a table from the 1989 Surgeon 
General's report of men and women smoking, combined 
prevalence rate, which you agree would be lower than 
if it was of men alone, isn't that true? 

A This would be higher if it was for men 

alone. 
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Q So if it were for men alone, the 

prevalence rate would be higher? 

A Somewhat higher. 

Q Which means the relative risk that you 

would find if you used the correctly adjusted 
prevalence for men alone — 

A Would be lower. 

Q (Continuing) -- Would be lower? 

A It's possible. 

Q Well, if the prevalence rates are 

higher, the relative risk must be lower; it's a 
mathematical formula? 

A What I am saying is what you are 

postulating about the population is possible. 

Q Again, you used less than high school 

graduates -- 

A Right. 

Q (Continuing) -- As an indicator of the 

blue color socioeconomic class of your V.A. 

Hospital? 

A No, as an indicator of the types of 

people who come to the V.A. Hospital, and I think 
that's a fairer description of the people who come 
to a V.A. Hospital than the classification blue 
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collar workers. 

Q Nr. Garfinkel, you mean to tell me 

that you think the population of Orange County, New 
Jersey Is better reflected by persons -- 

A It Isn't Orange County, It's East 

Orange Is where the hospital Is. 

Q (Continuing) — Of East Orange, New 

Jersey Is better reflected by persons with less high 
school graduation or blue collar worker? 

A In my opinion. It's better classified 

by less than high school education. 

Q Well,' In your report you wrote that 

the persons who come to the VA and the other 
hospitals Included In your study were of lower 
socioeconomic status. 

Isn't that better reflected by blue 
collar than by less than high school education? 

A No, In most epidemiological studies, 

the category less than high school education is 
taken as an indication of socioeconomic status. 

Q Would you agree with this, sir, that 

most, the vast majority of your cases, were autopsy 
cases? 

A All of the cases were autopsy cases. 
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Q I'm sorry, the vast majority of the 

autopsy cases you looked at were men? 

A Yes, there was only eight women in 

this. 

Q So 8 out of 505 cases were women, the 

rest, the vast majority were men? 

A Men. 

Q But yet you didn't break it down by 

men and women because you weren't able to do that 
for less than high school education? 

A It wasn't published that way. 

Q Would it not be fairer, doctor -- if 

you wanted to really get to the answers here, would 
it not be fairer to use a table that is broken down 
for men and women, so you could get the right 
reflected relative risk? 

A No, because 1 think what you have is a 

data that's in the middle of this period, it has 
blue collar workers who are not reflective, I think, 
of the population in the V.A. Hospital. 

This is my opinion based on doing a 
number of studies at the V.A. Hospital, both here 
and in the laboratory, and I think we have to cut 
now. 
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record. 


Doctor, we can't. 

Well, we agreed to atop. 

MR. SHEFFLERi We can go off the 


(Discussion off the record.) 

Q Doctor, let's see if we can sum up 

where we are at now. 

You have an autopsy based study of 
cases that were derived from autopsies conducted 
primarily in the years 1973 to 1987, is that right? 

A That's what the paper says, yes. 

Q And you used -- now, those cases 

that means those people smoked at any periods of 
time before 1973 and before 1987? 

A Right, obviously. 

Q Now. you used a table for the year 

1987, when you know that smoking rates have 
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workers. 

Q But you wouldn't use the table with 

the years most relevant, most pertinent to the 
prevalence rates you were seeking to derive, right? 

A This was the thing that I had 

available to me and I used that. 

Q You didn't have the 1985 report 

available? 

A I don't believe I had that. 

Q You are not going to say this is a 

more accurate reflection, 1978 to 1980 than 1987? 

A It probably is more reflective, but I 

don't think the category blue collar workers is 
reflective of this population. 

Q Now, if I understand what you are 

saying, it's your opinion that if you were to look 
only at male smoking rates, the number would have to 
be higher than 35.7, which would mean a lower 
relative risk in this study? 

A And I also will say what I said 

before, I did take what I think is an extreme 
population of smoking population that was more than 
40 percent, I looked at the relative risk and it was 
about 2.5. 
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Was it as high as 47.1? 

It was in the 40s, I don't remember 


exactly what it was. 

Q Well, if you have -- 

A Once you reach this, then you have to 

make a reflection on how many ex-smokers there are 
and balance the two together, and what a reasonable 
estimation of the never smokers are. 

So I did the best I could. I made 
several different assumptions and I came up with a 
conclusion -- I think the other conclusion that this 
is much higher than this is erroneous, because I 
think the VA population reflects less than the high 
school much more than it does blue collar workers. 

Q Basically you say, in your belief, a 

lower socioeconomic status is reflected by less than 
high school education, rather than by blue collar 


A Right. 

Q One more thing, Mr. Garfinkel. 

Another rate that you used -- I apologize, sir. 

One more thing that you looked at was 
the rates for former smokers? 

A Right. 
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Q But in doing that, sir, you looked at 

the quit ratios, you took the number 39.7, which was 
a quit ratio and not a ratio -- and not a reflection 
of prevalence of quitting? 

A Well, it makes sense in relation to 

the percent of never smoked and cigar and pipe 
smokers. 

Q This isn't a correct number, is it, 

sir, it's not the number of former smokers. It's 

the number of former smokers, the ratio - 

A The quit ratio is the percent of 

former smokers who quit. 

Q So it's a different number than the 

prevalence of former smokers, isn't it? 

A That's it, we have to go. 

MR. SHEFFLERi Let's go off the 

record. 

MR. COVERTt I think this is the last 
question, Larry. 

(Whereupon, at this point in the 
proceedings there was a recess, after which 
the deposition continued as follows*) 

Q Mr. Garfinkel, in sum, you used 

prevalence rates from the 1989 report when there 
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were other prevalence rates available to use; You 
used prevalence rates that reflected males and 
females smoking, knowing that those prevalence rates 
would be lower than the prevalence rates if you used 
male rates alone; knowing full well that prevalence 
rates for the period of time 1987 would be different 
than the prevalence rates in the middle of the 
study. 

All of those things would reflect, 
sir, that the prevalence rates that you used for 
your report that you tendered in this case and have 
testified to throughout this testimony were lower 
than they should have been if they were being truly 
reflective of the population at large, isn't that 
right? 

A What you are saying is you have made 

some estimates of what the smoking distribution 
would be, I made other estimates, which I think were 
reasonable and I find certain rates. 

I took sdme estimates which are 
extreme and it amounted to 46 percent of the 
population at risk in the VA study was cigarette 
smokers, and I still -- and made reasonable 
estimates of the number of ex-smokers and never 
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smoked that are part of this population, and came up 
with a relative risk of 2.4. 

Whichever way you strike it, the risk 
is higher in the cigarette smokers than in the 
people who never smoke. 

Q whether that risk is statistically 

significant, i.e., whether that risk is greater than 
1, or whether the lower bound of that risk is less 
than 1 and would not be statistically significant, 
is unknown, isn't it? 

A 1 didn't do a statistical test on it; 

no, 1 didn't. 

Q Of course if the prevalence rates that 

you used, the 46 percent, which is closer to the 47 
percent, which is more reflective of the period of 
time we examined, if you had used that rate, your 
relative risk would be 2.5, which would mean that 
the likelihood that it would be statistically 
significant is even less, isn't that true? 

A But it still has a relative risk, 

which is 2.5 to 1, and that in connection with the 
other thing still -- which 1 think is extreme, by 
the way -- I think all the evidence points to the 
fact that I will not change my opinion, that I think 
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it i8 probable that BAC is related to cigarette 


smoking. 


In your opinion, air, it ia probable 


that — the evidence that you have adduced and 
reviewed, it is probable that that evidence points 
to an association between BAC and smoking? 

A It's probable an association exists. 

It can't be proved by a statistically significant, 
but in my opinion, based on all of the evidence, I 
think it is probable that significant related 
smoking is related to BAC, and I would like more 
evidence to be able to verify that. 

If more evidence shows that it's not 
verified, I will change my opinion. 

Q And, again, when you use the word 

related, you mean associated? 

A It certainly is associated, yes. 

Q Whether that association is real or 

whether that association is due to chance, more 
studies would help us in that answer? 


More study would certainly help us in 


those answers. 


MR. SHEFFLBRi Thank you. Dr. 


Garfinkel. 
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2 

MR. COVERTt I have one question. 

4 

C 

CONTINUED EXAMINATION BY MR. COVERTt 

3 

6 

Q Mr. Garfinkel, we have been here for 

7 

several hours talking about various things which I 

8 

have a hard time following. 

9 

But the nitty-gritty, do you agree 

10 

with Barsky's statement that BAC has been shown to 

11 

be associated with cigarette smoking, but not as 

12 

strongly associated with smoking as the squamous and 

13 

small cell carcinoma? 

14 

MR. SHEFFLERi I object to that unless 

15 

you fully read the statement in context, that 

16 

begins -- 

17 

Q "The etiology of BAC remains unclear." 

18 

I think you have stated that there are other 

19 

problems, it could be other things, is that correct? 

20 

A That's correct. 

21 


22 

(Continued on following page.) 

23 


24 


25 
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2 

Q The second sentence says, "BAC has 

3 

been shown to be associated with cigarette smoking 

4 

but not as strongly associated with smoking as are 

5 

squamous and small cell carcinomas." 

6 

Do you agree with that? 

7 

A I agree with that. 

8 

MR. COVERT* That's all I've got. 

9 

thank you, sir. 

10 


11 


12 

LAWRENCE GARFINKEL 

- 13 


14 


15 

Subscribed and sworn to before me 

16 

this day of , 1995. 

17 


18 


19 

NOTARY PUBLIC 

20 


21 


22 


23 


24 


25 
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CERTIFICATE 


I, STEPHEN J. MOORE, a Shorthand 
Reporter and Notary Public of the State of New York, 
do hereby certify! 

That, LAWRENCE GARFINKEL, the 

witness whose deposition is hereinbefore set forth 
was duly sworn, and that such deposition is a true 
record of the testimony given by such witness. 

I further certify that I am not related 
to any of the parties to this action by blood or 
marriage; and that I am in no way interested in the 
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